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The enclosed Final FY 2010 ORA Field Workplan is based on the Center’s compliance program
forecasts and incorporates input of the Centers and the Field Committees during their review of
the draft Workplanning Sheets. The FY 2010 Workplan is based on ORA’s planning level of
1,963 Operational FTEs. This represents an overall increase of 90 Operational FTEs from the

FY 2009 Workplan.

A significant addition to the FY 2010 Workplan includes resources to meet Congressional
Targets. These Targets are linked to the level of appropriations in the Congressional budget.
ORA'’s appropriated funding increased and Congress directed a specific corresponding increase
in operational activities. These increases are directed towards foreign inspections, domestic
inspections, import field exams, and sample collection/analyses. The FY 2010 Workplan
provides sufficient resources to meet both the Congressional Targets and Performance Goals.
Please see below for a listing by program area of the significant planning measures that are
included in the FY 2010 Workplan;

Foods and Cosmetics:
e 140,200 Import Field Exams
s 4,100 Domestic Food Safety Inspections
® 600 Foreign Food Inspections, with 400 planned in HQ

Biologics:

® 543 Domestic Tissue Inspections
e 13 Foreign Tissue Inspections



Human Drugs:

6,200 Import Field Exams

942 Foreign Human Drug Inspections, with 253 in HQ

2,535 Human Drug Domestic Inspections

203 Import Sample Collection/Analyses under 52832 and 202 Import Sample
Collection/Analyses under 56008H

Animal Drugs & Feeds:

3500 Import Feed Field Exams

100 Import Animal Drug Field Exams
8 Foreign Feed Inspection

62 Foreign Animal Drug Inspections
205 Domestic Animal Drug Inspections

Devices and Radiological Health:

e 13,180 Import Field Exams
e 354 Foreign Medical Device Inspections
2025 Medical Device Domestic Insepctions

As in the FY 2009 Workplan, the FY 2010 Workplan places a greater emphasis on a risk based
approach to food Workplanning. Districts will have specific lists of high risk firms to inspect,
based on risk modeling by CFSAN. While it is difficult to plan for inspection of the high risk
firms on a program by program basis, overall each District has sufficient planned inspectional
resources and state contracts to cover all their high risk food firms. For a District, it means you
may overburn in the Domestic Cheese Program, and underburn in the Domestic Food Safety
Program, but overall the resources should balance out.

The “FY 2010 Workplan Changes” spreadsheets provide a listing of programs compared to the
FY 2009 ORA Field Workplan, and will enable you to identify where specific resource shifts and
programmatic cuts occurred.

The FY 2010 Servicing Laboratories Table continues to reflect the laboratory servicing changes
consistent with ORA’s Laboratory capabilities determined by the Division of Field Science.
Please review this table carefully before shipping any samples and note the latest changes.

The FY 2010 Workplan has been published to a CD format. Your CD is non-writable and
cannot be used to store or save data; however you may save any of the files to your PC system or
to another media, i.e., zip drive, diskette, etc. You may make and distribute as many copies of
this CD as needed. For further instructions, consult ‘A User’s Guide — READ ME FIRST’
located on the CD. If you have any technical questions, please e-mail Anita McCurdy at

Anita.McCurdvi@fda.hhs.gov .



Any questions about the attachments or programs in the Field Workplan should be addressed to

the program/project’s planning analyst identified on the workplanning sheets (Form FDA 2622),
Policy concemns should be directed to Carrie Mampilly at (301) 796-4390.

fo My

Carrie M. Mampilly

Attachments- See “FY 2010 Workplan Changes™ files



FOODS AND COSMETICS

FTEs

FY 2010 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2009 FY 2010
PAC PROGRAWASSIGNMENTS
03003 A Import Acidified and Low Acid Canned Foods 18.0 19.8 1.8
03037.D Domestic and Imported Cheese and Cheese 28.6 299 6.4
Products
03803A Domestic Acidified and Low Acid Canned Food 18.0 13.9 4.1
03803,B Domestic Food Safety 139.7 107.2 -32.5
03815A,B  |Import Foods - General 2471 246.4 0.7
03842,B Domestic Fish and Fishery Products Inspections . 65.0 44.1 -20.9
03844,B import Seafood Products 84.7 91.7 7.0
03847H Juice HACCP Inspection Program 6.9 7.7 0.8
03R233 Unspecified Foreign Inspections/Assessments 7.3 1.6 -5.7
03F098 Imported/Domestic Micro Assignment 48.9 489
03F830 CFSAN Environmental Sampling Assighments 61.1
03RB39 Qutbreak and Emergency Response 51.2
03R843 Contract Management 12.0 12.0
03RB845 Food Defense 38.0 28.0 -10.0
03RB16 Methods Validation/Development Program 10.0 10,0
03 Foodbome Biological Hazards 7242 765.8 4156
04004A D Pesticides & Industrial Chemicals in Domestic & 50.7 59.5 02
: Import Food
04018 Seafood Chemotherapeutics Sampling 32.6 33.0 0.4
04019A.B,C Toxic Elements in Foods & Foodware (Domestic & 17.0 192 29
Import)
04839 Total Diet Study 28.6 28.6
04F800 Field Assignments for Chemical Contaminants 6.4 6.5 0.1
04R816 Methods Validation/Development Program 10.6 10.6
04RB38 Forensic Evaluation and Samplie Analysis 12.0 12.0 0.0
04R839 Qutbreak and Emergency Response 11.9
04 Pesticides and Chemical Contaminants 166.9 1813 144
07001 Mycotoxins in Domestic and imported Foods 14.6 14.6
07R816 Methods Validation/Development Program 4.5 4.5
07 Molecular Biology and Natural Toxins 19.1 19.1
09006A,8 |lmported Foods-Food and Color Additives 13.6 14.6 1.0
09 Food and Color Additives Petition Review 13.6 14.6 1.0
18002 Retall Food Protection- State Program 24.0 26.0 2.0
18003 Milk Safety Program 20.4 204
18004 Molluscan Shelliish Evaluation Program 14.5 14,7 0.2
18029AF Intef:'s?ate Travel Program Conveyances & Support 21.8 218
Facilities
18 Technical Asslstance: Food & Cosmetics 80.7 82.9 2.2
21002 Medical Foods - Domestic and Impoit 4.3 a7 0.6
21003 Domestic Food Labeling and Economics Program EN| 31
21005 Domestic & Import NLEA 11.4 12.6 1.2
21006 Infant Formula Program 54 5.6 0.2
21008 Dietary Supplements 20.3 222 1.9
21839 Selected Nutrients in Foods - Total Diet 3.4 3.4
21R816 Methods Validation/Development Program 1.5 1.5
21 Food Composition, Standards, Labeling, & Econ 494 521 2.7
29001 Cosmetics Program - Imported and Domestic 8.1 7.6 0.5
29 Colors and Cosmetics Technology 8.1 76 0.5
Total Mission Direct: Pre and Annual Planned 1062.0 1123.4 61.4




BIOLOGICS

FY 2010 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FVE
FTEs FTEs DIFFERENCE
FY2009 | FY 2010

PAC PROGRAM/ASSIGNMENT
41002 Tissue Establishments 22.5 25.5 3.0
41808 Good Laboratory Practices S =
41809 Institutional Review Board % *
41810 Sponsors, CROs, Monitors = E
41811 Clinical Investigators 4.4 4.4
41 Human Cellular, Tissue, & Gene Therapies 26.9 29.9 3.0
42001F,G Blood Banks 53.0 53.5 0.5
42002 Source Plasma Establishments 10.4 10.9 0.5
42007 Exam of Blood/Components - Import 3.0 3.5 0.5
42008,A Licensed Viral Marker Test Kits 2.5 2.5
42809 Institutional Review Board & -
42810 Sponsors, CROs, Monitors o S
42811 Clinical Investigators 4.0 4.0
42811 Foreign BIMO inspection = -
42845A,B,C |Medical Device Manufacturers (Biologics) 0.5 a5
42848A F,G |Plasma Derivatives of Human Origin 3.0 3.0
42 Blood & Blood Products 76.4 77.9 1.5
45809 Institutional Review Board T
45810 Sponsors, CROs, Monitors *
45811 Clinical Investigators 6.5 7.0 0.5
45848A F .G |Licensed Allergenic Products 0.7 0.7
458488.C,D |Vaccine Products 4.5 55 1.0
45 Vaccines & Allergenic Products 11.7 13.2 1.5

gtEa; Mission Direct: Pre and Annual Planned 115.0 121.0 6.0

* BIMO: 41808, 41809, and 41810 are planned under 41811; 42809 & 42810 are planned under

42811; 45809 & 45810 are planned under 45811.
** Foreign BIMO Inspections include GLPs and Clinical investigators in PPS 41, 42, & 45 and are

planned under 42811.




HUMAN DRUGS

FY 2010 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENGE
FY 2008 FY 2010

PAC PROGRAMIASSIGNMENTS
46832B.C NDA Pre.-ApprovaI inspections/investigations 9.0 95 0.5

{Domestic)
46832B,C NDA Pre-Approval Inspections/investigations (Foreign) 14.0 13.0 -1.0

Pre-License Biotech (BLA) Inspections/investigations
46632M (DOM/FOR) 2.0
46 New Drug Evaluation 23.0 24.5 1.5
4B8001/A In Vivo Bioequivalence (Domestic) 55 45 -1.0
48001/A Foreign Inspections (In Vivo, GLP, Cl) 3.5 35
48808 Good Laboratory Practices 4.0 2.0 -2.0
48809 Institutional Raview Boards 5.8 6.8 1.0
48810 Sponsors, Contract Research Orgs, Monitors 33 4.3 1.0
48011 Clinical Investigators (Domestic) 25.0 281 31
48811 Clinical Investigators (Foreign) 15.0 16.0 1.0
48 Bloresearch Monftoring 62.1 65.2 31
52832B,C ANDA Pr_e-Approvai Inspections/investigations 50 5.0

{Domestic)
52832,8,C.E ANDII\ Pre-Approval Inspections/Investigations 10.0 10.0

(Foreign)
52 Generic Drug Evaluation 15.0 15.0
53001A,B Adverse Drug. Exp. Rpt. Regul (Domestic) 10.0 8.0 -2.0
53001A,B Adverse Drug. Exp. Rpt Regul (Foreign) 1.0 1.0
53001C Risk Evaluation Mitigation System (REMS) 20
53 Postmarket Surv. & Epldemiology 11.0 11.0
56002A-D,F |Drug Process inspectiens-Domestic 84.0 69.4 -14.6
56002E Drug Process Inspections - Gas Manufacturers 5.0 6.0 1.0
56002A-D,F |Foreign Drug Inspections 34.0 40.0 6.0
56002M Drug Process Inspections - Biotech Manufacturers 4.0
56008A Drug Product Surveillance (Domestic) 20.0 17.0 ~3.0
56008H Drug Product Surveillance (Import) 30.9 339 3.0
56021A.B Drug Quality Reporting Systems-DQRS 45 45
56022 Enforcement of Rx Drug Marketing Act 20 2.0
56843 Post-Approval Inspections/investigations (Domestic) 20 2.0
56843 Post-Approval Inspections/Investigations (Foreign) 2.0 2.0
56D015 Pharmacy Compounding Assignments 5.0 5.0
56RB38 Forensic Evaluation and Sample Analysis 10.0 10.0
56 Drug Quality Assurance 199.4 195.8 3.6
63001 Internet, Health Fraud, & OTC Monographs 4.5 45
63002 New Drugs (Prescription) Not Covered by Approved 50 50

NDAs
63 Unapproved & Misbranded Drugs 9.5 9.5
88— Shelf Life Extension Projects 12.0 12.0

United States Pharmacopeia (USFP) Reference 7.0 7.0
B8 Interagency Cooperative Activities 19.0 19.0

::t:sl Misslon Direct: Pre and Annual Planned 139.0 340.0 1.0




ANIMAL DRUGS AND FEEDS

Planned FTEs

FY 2010 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2008 FY 2010

PAC PROGRAM/ASSIGNMENT
68001 NADA Pre-Approval inspections 289 4.0 1.1
68808 (Pre-Market) GLP and Spon/Mon/Com 2.0 2.0
68810* Sponsors (?ontract Research . -

Orgs./Monitors
68811 (Pre-Market) Clinical Investigators 2.4 2.4

Pre-Approval Eval. of Animal Drugs &
o Food Additives 73 8.4 Ly
71001A B Animal Drug Manufacturing Inspections 8.4 12.3 3.9
71003A-J Feed Contaminants 18.3 19.4 1.1
71004 A Feed Manufacturing 42 4.5 0.3
71006 lilegal Drug Residues in Meat and Poultry 16.9 31.9 15.0
71009, 71R844*** |Ruminant Feed Ban Rule (BSE) Program 54.4 39.6 -14.8
71RB16 Methods Validation/Development Program 5.0 5.0
71R831, 71R838 |Forensic Evaluation and Sample Analysis 1.0 1.0
71V800 Center Initiated Assignments 26 1.0 -186
71R852 Pandemic Preparedness (CANCELLED)

Monitoring of Marketed Animal Drugs,
71 Feed, & Devices 110.8 114.7 39

Total Mission Direct: Pre and Annual 118.1 123.1 50

* 68810 planned under 68808
** 71005 / A planned under 71001
=+ |ncludes 71R833, 99R833, and 71R824




MEDICAL DEVICES AND RADIOLOGICAL HEALTH

FY 2010 WORKPLAN CHANGES

WORKPLAN| WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2008 FY 2010

PAC PROGRAM/ASSIGNMENT

81010 Med Dev Problem Reporting-MDR/DEN F/U 0.5 0.5

a1 Postmarket Assurance: Devices 0.5 0.5

82008 Monitoring Device of Forsign Qrigin-Imports 291 38.5 9.4

B2B45A,B,C,G,S |inspection of Medical Dev Mfgrs: GMP Domestic 929 97.6 4.7

82845B Inspection of Medical Dev Mfgrs: GMP Foreign 17.2 19.6 24

B2845P Inspection of Accredited Persons: MDUFMA 05 0.5

82845. Audits of Accredited Persons 0.3 03

827002 Condom Assignment a6 38

827003 Mfgrs & Importers of Surgical/Exam Gloves 6.5 7.5 1.0

827005 BSE Assignment (CANCELLED}

B27800 Center initiated Assignments 1.0 1.0

82R816 Methods Validation/Development Program 20 20

B2RB38 Forensic Evaluation and Sample Analysis 0.3 03

82 Compliance: Devices 153.4 170.9 17.5

83001/A Med Dev Premkt/Postmkt insp Domestic 71 7.1

83001/A Med Dev Premkt/Postmkt Insp Foreign 26 26

83808-11 Bioresearch Manitoring Domestic 245 24.1 04

B83810-11 Bioresearch Monitoring Foreign 0.8 1.2 0.4

83 Project Evaluation: Devices 35.0 35.0

842002 Test Method Development & Evaluation 37 37

84R816 Metheds Validation/Development Program 1.0 1.0

84 Sclence: Devices 4.7 4.7

85014 Mammography Facilities Insp Program Domestic 145 14.5

85014 Mammography Facllities Insp Program Foreign 0.1 0.1

as Mammeography Quality Standards Act (MQSA) 14.6 14.6

86001 Inspection of Mfgrs of Laser Products Domestic 4.2 43 0.1

86001 Inspection of Mfgrs of Laser Products Foreign 0.2 0.2

86002 Field Implementation of Sunlamp Products 0.3 03

86003 Field Compliance Testing of Diag X-Ray Equip 78 76 02
Domestic

85003 Field Compliance Testing of Diag X-Ray Equip Foreign 07 1.0 0.3

86004 Field Compliance Testing of Cab X-Ray Equip 0.5 0.5

B6006A,B,D,E Compliance Testing of Elec Prod at WEAC Domestic 31 a1

86006 Compliance Testing of Elec Prod at WEAC Forelgn 08 08

B6007 Imported Electronic Products 7.2 7.5 0.3

86008 Med Dev & E.?ad Hith Use Control & Policy 3.0 a0
Implementation

86009 Emergency Planning & Response Activities 20 2.0

B6 Radlation Control & Health Safety Act (RCHSA) 29.8 30.3 0.5
Total Mission Direct: Pre and Annual Planned FTEs 238.0 256.0 16.0




FY 2010

SERVICING
LABORATORIES

THE FOLLOWING PAGES SHOW THE SERVICING
LABORATORIES FOR EACH COLLECTING DISTRICT
AND FOR EACH COMPLIANCE PROGRAM OR SUB PART

OCTOBER 2009



SERVICING LABORATORIES

FY 2010
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS
REGIONS>>>0u>3350005 NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>555> NWE NYK | BLT CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN  SEA
FOOD & COSMETICS TXENM CAiAZ
[03 _FOODBORNE BIOLOG HAZARDS
TMPORT AL ACID CAN FD 03003,A NRL NRL | SAL ARL SRL ARL ARL - NRL [ SRL. SRL SRL SRL - DEN KAN ARL PRS | PR SAN PRN
IMP CHEESE PRODUCTS (Flith) 030378 SRL  NRL | SRL ARL SRL ARL ARL - SRL | SRL SAL SRL SRL | DEN DEN DEN ARL PRN | PRS SAN PRN
DOM ACID/L ACID CAN FD 03803A NRL NRL | SRL  ARL SRL DEN ARL NRL NRL | SRL SRL SRL SRL | DEN DEN AN - - PRS SAN PRN
DOMESTIC FOOD SAFETY (Fihh) 038038 NRL  NRL | SRL ARL SRL ARL ARL MNRL NRL | SRL SRL SRL SRL | KAN DEN KAN - - PRS PRS PRN
DOMESTIC FOOD SAFETY 03803C NRE  NRL | SRL.  ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN DEN KAN = - PRS SAN PRN
DOMESTIC FOOD SAFETY (Allergen’ 03803GC NRAL  NRL | MRL NRL NRL NRL NRL NRL MRL | ATL ATL ATL ATL | ATL ATL  ATL - - ATL  ATL  ATL
IMPORTED FDS-GENERAL (FIlth)  03810A NRL NRL | SRL  ARL SRL ARL ARL — NRL | SRL SRL SRL SRL - - - ARL PR3 | PRS PRS PAN
IMPORTED FDS-GENERAL 038108 NRL NRL | SRL  ARL SRL ARL ARL - NRL [ SRL  SRL SRL SRL - - - ARL PRS | PR SAN PRN
IMPORTED FDS GENERAL (Allergen 038158 NAL ~ NRL | DET DET ©OET DET DET DET DET | SRL SRL SRL SRL | ARL ARL ARL ARL PRS PRS PRS PRS
DOM FISH & FISHERY PROD (Filth) 038428 NRL  NRL | SRL ARL SRL ARL ARL NRL NAL | SRL  SRL SRL SRL | ARL ARL ARL - - PRS PRS PRN
DOM FISH & FISHERY PROD 03842C NAL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | ARL ARL  ARL - - PRS SAN PRN
ORGANOLEPTIC ANALYSIS +  03842C NRL  NRL = = = o = = = = = - = = - = & - - - PRN
IMPORT SEAFOQD PROD 036448 NAL NRL | SRL  ARL SAL ARL ARL - NRL (| SRL  SRL SRL SRL - ARL ARL ARL PRS | PR§ PRS PRN
IMPORT SEAFOOD PROD 03844C NRL NRL | SRL  ARL SRL ARL ARL - NRL | SRL  SRL SRL SRL - ARL ARL ARL PRS | PRS SAN PRN
ORGANOLEPTIC ANALYSIS ++  03B44C NRL  NRL = = = = - = - - - - - - - - - - - - PRN
JUICE HACCP 0384TH NRL  NRL | SRL  SRL SRL SRL SRL SRL SAL | SRL SRL SRL SRL | ARL ARL ARL - - PR3 SAN PRN
FOOD DEFENSE (Imp/Dom) 03R845 WRL NRL | WEA WEA KAN FCC FCC FCC _NRL | SRL SRL _ SRL DEN | ARL DEN KAN ARL PRS | PRS SAN  PRN
[04_PESTICIDES & CHEM CONTAM.
PEST & CHEM DOM FDS & SEAFD 04004A NRL NRL | SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SAL | KAN KAN KAN = - PRS PRS PRN
DIOXIN ANALYSIS 04004D -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- .ARL-| -ARL- -ARL- .ARL- -ARL-| -ARL- -ARL- -ARL- - - | -ARL- -ARL- -ARL.
1MP FOODS - PESTICIDES 040044 NRL NRL | BRL  ARL SRL ARL ARL - SRL | SRL  SRL SRL SRL - ARL ARL ARL PRS | PRS PR3 PRN
IMP FDS - PESTICIDES SEAFOOD  04004A NRL NRL | BRL. ARL SRL ARL ARL - SRL | SAL  SRL SRL SRL - KAN KAN ARL PRS | PRS PRS PRN
TOXIC ELM IN FDS DA 04019A NRL  NAL [ SRL KAN SRL KAN KAN SRL SRL | SAL SRL SRL SRL | KAN KAN KAN ®AN KAN | SAN SAN  SAN
TOXIC ELM TBL&CK WARE-D 040198 NRL  NAL [ SARL KAN SRL KAN KAN SRL SRL [ SAL SRL SAL SAL | KAN KAN KAN XAN KAN | PRS SAN  SAN
RADIONUCLIDES IN FDS-D/t 04019C WEA- WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- WEA- -WEA- -WEA.| -WEA- JWEA- -WEA-
TOTAL DIET STUDY 04939 HAN- -KAN- | -KAN- -KAN- -KAN- KAN -KAN- KAN. KAN- | MAN-  -KAN- -KAN- -KAN- | KAN- .KAN- KAN. - — | MAN- KAN- KAN-
|07 _MOL BIO & NATURAL TOXINS
MYCOTOXINS DOM FDS (AFLA} 07001 -SAL- -SRL- | -SAL- -SRL- -SRL- -SRL- -9RL- -SRL- -SRL.| -SAL- -8RL- -SRL- -SRL- | -SRL- .SRL- -SRL-  — - [SRL- SRL- -SRL.
MYCOTOXINS DOM FDS (FUM} 07001 -KAN.  HKAN- | KAN- JCAN- MAN- -KAN- -KAN- -KAN- -KAN- | KAN- -MAN- -KAN- KAN- | MAN- -HAN- -KAN. — - | -KAN- -KAN- -KAN-
MYCOTOXINS DOM FDS (OCHRA) 07001 NRL NRL | NRL KAN NRL HAN MAN NRL NRL | KAN KAN KAN KAN | KAN KAN KAN - - PRN PRN PRN
MYCO DOM FDS (DON,PATULIN) 07001 NRL NRL | NRL SRL NRL SRL SRL MNAL MRL | SRL SRL SRL SRL | KAN KAN KAN - - PRN PRN PRN
MYCOTOXINS IMP FDS (AFLA) 07001 NRL NRL | SBRL SRL SRL SRL S8SRL SRL SRL | SRL SRL SRL 9RL | KAN KAN KAN KAN KAN | PRN PRN PRN
MYCOTOXINS IMP FDS {(FUM) 07001 “KAN-  MAN-| MAN- -MAN- -MAN- -KAN- -HKAN- KAN- -KAN- | -KAN- KAN- HAN- KAN- | KAN- -KAN- -KAN- -KAN- -KAN- | -KAN. AN KAN-
MYCOTOXINS IMP FDS (OCHRA) 07001 NRL NRL | NRL SRL NRL SRL SRL NRL NRL | BRL KAN SAL SRL | KAN KAN HKAN KAN KAN | PRN PRN PRN
MYCO IMP FDS (DON, PATULINY 07001 NRL NRL | NRL SRL NRL SRL SAL NRL NRL | SRL SRL SRL 9RL | KAN KAN KAN MKAN AN | PRN PRN PRN
MYCO IMP FDS (SPEC SURV) 07004 -SRL- SRL- | -SRL- .SRL- -SRL. SRL -8AL- -9RL- -SRL-| -SRL- .SRL- -SRL- -SRL-| -SRL- -SRL- .SRL- -SAL- -SRL- | -SRL- -SRL- SRL- |
|09 _FOOD & COLOR ADDITIVES
IMPORT FOODS {(FD ADDS) 08008A NAL NRL | NRL ARL NRL DET ARL — NRL [ SRL SRL SRL SRAL | DEN DEN DEN DEN DEN | SAN SAN SAN
IMPORT FOODS (COLOR) 08008B NRL NRL | NRL ARL NAL DET ARL - NRL | SRL SAL SJN SJN | DEN DEN DEN DEN DEN | SAN S9AN 8AN
DOM ED SAFETY (COLOR} 09803, NRL NAL | NRL ARL NRL DET ARL - NAL | SRL SRL SJN SJN | DEN DEN DEN - - SAN SAN SAN
DOM FD SAFETY (FD ADDS) 09803 F NRL NRL | NRL ARL NRL DET ARL - NRL | SRL  SRL _SRL SJN | DEN DEN DEN - - SAN  SAN _ SaN
18 _TECH ASSIST: FOOD & COSMETICS
INTERSTATE TRAVEL SANIT 18028AF NRL _NRL [ SRL _ARL SRL ARL ARL. SR SRL | SRL _SRL _SRL SRL | DEN DEN DEN — — PRN__PAN __PRN
[21_FOOD COMP STDS LABEL & ECON
MEDICAL FOODS 21002 8RL- SRL-| -SRL- -8RL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -8RL- -3RL- -SRL-| -SRL- -SRL- -SRL- - - | -8RL- -SRL- -SAL-
NLEA ENFORCEMENT DOM 21005 -9RL- -SRL-| -SRL- -SRL- -3RL- -SRL- -SRL- -9RL- -SRL-| -SRL- -SRL- -SRL- -SAL-| -SRL- -SRL. .SRL. - - | SRL- -SRL- -SAL-
NLEA ENFORCEMENT IMP 21005 -SRL- .SRL-| -SRL- -SRL- -3RL- -SRL- -SRL- —  -SRL-|-SRL- -SRL- -3RL- -SRL-| - -SRL- -SRL. .SAL- -SRL-| -BAL- -SRL- -SRL-
INFANT FORMULA DOM/AMP 21006 -9RL- -SRL-| -8RL- -SRL- -3RL- -SAL- -SRL- -SRL. .SRL.| -SAL- -SRL- -SRL- -8RL-| - -SRL- .SRL- -SRL- -SRL-| -SRL- .SRL- -SRL-
DIETARY SUPPLEMENTS 21008 -8RL- -3RL-| -8RL- -SRL- -SRL- -SRAL- -9RL- -SRL- -8RL-|-SAL- -9RL- -SRL- -SRL-| -9AL- -SRL- -SAL- -SRL- -SAL-| -SRL- -SRL- -SRL-
SELECT NUTR IN FOUD SURVEY 21838 -KAN- -MAN- | HAN- -KAN. -KAN- -KAN- -MAN- -KAN- -HAN- | KAN- HAN- KAN- -KAN- | KAN- -KAN- AN- = — | .MAN- KAN-  KAN-
20 COSMETICS
! DOM/IMP COSMETICS 29001 NRL NRL | NRL ARL NRL DET ARL NRL NRL | SRL  SAL SEL SRL | ARL ARL ARL ARL ARL | SAN _SAN _ SAN

+ National Experi: Collecting Districts Check with DF3 (HFC-140) Excepl for Breaded Shrimp - See Compllance Program for iist of laboratories
++ Natlonat Expart: Collecting Districts Check with DFS (HFC-140)

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-)

SWID - TX & NM Column: Samplea collected In TX or NM will ba analyzed by tha Late Iisted,

SWID - CA & AZ Col : 8

Ly

llected in CA or AZ will be analyzed by the Laba listed.
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RESOURCE SUMMARY BY PROGRAM CATEGORY

FY 2010
OPERATIONAL FTES TOTAL
OPERATIONAL
JDOMESTIC] IMPORT | FOREIGN FTEs

TOTAL ALL PROGRAMS 1210.4 611.1 142.01 1963.5

WFDODS AND COSMETICS 604.3 501.3 17.8 1123.4
BIGLOGICS 110.8 3.5 6.7 121.0

HUMAN DRUGS 219.6 33.9L 86.5 340.0

ANIMAL DRUGS AND FEEDS 101.3 16.3 5.5 123.1

MEDICAL DEVICES AND RADIOLOGICAL HEALTH 174.4 56.1 255 256.0




CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2010
OPERATIONAL FTES TOTAL

OPERATIONAL

PPS [pomesTic] mPorT [FOREIGN]  FTES

NO. PROJECT TITLE

TOTAL 604.3] 501.3]  17.8 1123.4
3 | FOODBORNE BIOLOGICAL HAZARDS s40] ass2] 166 765.8
4 | PESTICIDES AND CHEMICAL AND CONTAIMINANTS 104.4] 765 0.4 181.3
7 | MOLECULAR BIOLOGY AND NATURAL TOXINS 13.8] 5.3 19.1
9 | FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 14.5 0.1 14.6
18 | TECHNICAL ASSISTANCE: FOOD AND COSMETICS 82.9] 82.9
21 | FOOD COMPOSITION, STANDARDS, LABELING AND ECONOMICS 3%2] 153 0.6 52.1
29 | COLOR AND COSMETICS TECHNOLOGY 3.0I 4‘51 0.1 7.6




S
1, PROGRAM CATEGORY

Food and Cosmetics

FY 2010

T —
2. PPS PROJECT NAME/NUMBER

PROJECT SUMMARY SHEET

Foodborne Biological Hazards - 03

FORM FDA 2622 (5/00)

3. PROGRAM 6. OPERATIONAL FTE 7. TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | 8. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL 364.0 385.2 16.6 765.8
I | Imporied Acidified & Low Acid Canned Foods I03003,A 15.0 4.8 159.8 03-2
2 | Demestic & Imported Cheese & Cheese Products I03037.B.D 10.1 11.3 0.8 22.2 03-3)
3 Domestic Acidified & Low Acid Canned Foods I03803A 13.9 13.9 03—4|
4 Domestic Food Safety IO3803,B.C,D,E 107.2 107.2) 03-5
5 | Imported Foods - General IOSEI9A,B,C: 03R833; 242.3 4.1 246.4 03-6!
|03R824; 99R833
6 | Domestic Fish & Fishery Products Inspections I0384213,C.D.H 4.1 441 03-7
7 | Imported Seafood Products 03844,B,C,D.H 87.2 4.5 9.7 03-8]
8 | Juice HACCP Inspection Program 03847.H 6.9 0.8) 7.7 03—9]
9 | Imporied & Domestic MICRO Assignments 3F098; 03F100 24.5 24.4 48.9 03-10|
10 | CFSAN Environmental Sampling Assignments 03F830; 03R858; 61.1 61.1 03-11
04R858
11 | Unspecified Foreign Inspections/Assessments 03R233 1.6 1.6 03-12/
12 | Methods Validation/Development Program D3R816 10.0 10.0 03-13]
13 | Oulbreak and Emergency Response (PPS 03) 03R839 51.2 51.2 03-14
14 | Coniract Management h03R843 12.0 12.0 03-15)
15 ] Food Defense —IDBR845 23.0 5.0 28.0 03-16
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER TELEFHORE
QGlenn Bass, 301 436-2774 Harriet R. Gerber, 301 796439
PAGE NO. 03-1



FY 2010 ORA WORKPLANNING SHEET

October 1. 2009

1. PROGRAM/ASSIGNMENT TITLE
[mport Acidified and Low Acid Canned Foods

2. PPS PROJECT NAME/NUMBER

Foodbomne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)

03003 LACF Products,
03003A Acidified Products

4. WORK ALLOCATION PLANNED BY

ORA IZ] CENTER

19.8

5. OPERATICNAL FTE POSITIONS

Z0-—-oOmao

DISTRICT/
SPECIALIZED
LABORATORY

IMPORT
FIELD
EXAMS

4

IMPORT
SAMPLE
COLLECTION

IMPORT
SAMPLES
TOBE
ANALYZED
MICRO
-

IMPORT
SAMPLES
TOBE
ANALYZED
CHEM
"

B
IMPORT
INVESTH-

GATIONS

(HOURS)

FOREIGN
INSPEC-
TIONS

g

OTHER
OPERATIONS
{Hours}

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATL
DETROIT

| MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST MPORT DISTRICT
REGIONAL LAR

PA

REGIONAL STAFF

LOS ANGELES
SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW

5700

1400] -

1300

100} s84f

170

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

0.5]

18

7.0]

10.0] |

27.0]

TOTAL HOURS|

2850

2520

1000 684)

4580

CONVERSION FACTOR|

950

a50]

9100|
1180

1180 o |

950|

TOTAL OPERATIONAL FTES|

3.00

265

7.71)

o.asl 5 0.72|

4.83]

9. REMARKS

* Import Field Exams Hours are for Field Exams as required by the Disirict to cover program priorities,
Impont Field Exams are to routinely include: verification that the imported product is the same as declared (Reconciliation Exam); and
assessment of sccurity concerns related to labeling & source country {including container integrity, signs of intentional adulteration, etc.);
traditional safety concerns. Theses activities are to be reported as a single Import Field Exam under this Compliance Program and PAC.
Only one exam should be reported per line entry. Only in the event of a Pre-Determined "for cause" CT Exam, or in the event CT suspicions
are raised while conducting routine work requiring follow-up, should the CT Exam be reported under the CT PAC (03R845, 04R8435, etc.).
See IOM Section 5.4.1.4 for additional information on Food & Cosmetic activities.

** Note: SWID Samples collected from TX & NM are to be sent to ARL; and SWID samples collected from CA & AZ are to be sent to PRS.

Surveillance activities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initialives will
will be reported under, and credited to, this program unless otherwise directed.

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

03-2




EY 2010 ORA WORKPLANNING SHEET

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Domestic & Imported Cheese & Cheese Produets

2. PPS PROJECT NAMENUMBER
Foodborne Biological Hazards - 03

3 PROGRAM/ASSIGNMENT CODE(S)
03037, 03037B, 03037D

4. WORK ALLOCATION PLANNED BY

[x7] ora [x] cenrer

5. OPERATIONAL FTE POSITIONS

222

DISTRICT/
SPECIALIZED
LABORATORY

ZO-—-Om:ﬂDJ

DOMESTIC

]

INSPEC-
TIONS

[k}

F

DOMESTIC
INVESTE
GATION
HOURS

2)

DOMESTIC
SAMPLE
coLL

]

GUIDANCE
TMPORT
BAMPLE

Cate
CHEM [ FILTH
{4}

DOMESTIC
SAMPLE
ANALYSIS
MICRO

MPORT
SAMPLE
COLL
MICRO

IMPORT
SAMPLES
ANALYZED
MICRO

IMPORT
SAMPLES
ANALYZED
CHEM

FOREIGN
INSPEC-
TIONS

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
| REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
| REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - 5W
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION

NE

CE

SE

SW

PA

Falil |

760

70|

270 630] 785

2q]

6301

180}

751

6.1

TOTAL HOURS|

760

4.0_I 18.0]
1080

4860] 1250]

11340

458

CONVERSION FACTOR

8950

950

1180] g50]

1180

1180

18.0
720
B50

TOTAL OPERATIONAL FTES)

0.80/

1.14

4.12] 1.33]

8.61

0.39

o.76}

9. REMARKS

Note: send SWID samples collected from TX & NM to NRL; send SWID samples collected from CA & AZ to NRL.

1} Domestic Firm Inspection Priority: soft cheese (i.c. sofl-fresh, semi-soft and soft-ripened) manufacturers first, hard cheese manufacturers
secand, and cheese product manufacturers last. Prioritize inspections to lock at small manufacturers i.e. artisanal and farmstead cheese
manufacturers producing high risk cheese which distribute cheese in interstate commerce. High risk firms whose last inspection was NAI may be
placed on a 3 year inspection frequency.

2) Investigation Hours are provided for assignments to cover the investigation of raw milk cheese (based on inspection time).

3) Domestic Sample Collection - districts may collect both compliance and surveillance samples according to the guidance in the
compliance program to fulfill their sampling obligation. If no problems are observed at the firm, the districts may accomplish sampling
obligations by collecting samples during Lhe inspection, or by collecting samples at the wholesale / retail level.

4) Filth analysis should be done as needed on split import samples collected for more then one attribute.

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

03-3



FY 2010 ORA WORKPLANNING SHEET October 1, 2009

1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Acidified & Low Acid Canned Food Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIDNS

038034 * ora [__] CENTER 13.9

1 Z 2 ) ra B p ) ] ]
DISTRICT/ . | poMESTC | DOMESTIC BETTER
SPECIALIZED INSPEC. INVESTH FIELD ooMESTIC | DOMESTIC | DOMESTIC | SAMPLES SAMPLES | PROCESSING
LABORATORY TIONS GATION EXAMS SAMPLE SAMPLE SAMPLE 10 BE TOBE SCHOOL
HOURS HOURS COLLECTHONS CoL GOLL ANALYZED ANALYZED TRAINING
MICRO CHEM MICRO CHEM {HOURS)

i 2 g | cumwce | cupwce ©

ZO=-mHm3

TOTAL FIELD 280 1520 180 - 150} 20] 160/ 20 760]

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
| REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNAT!
CE |_DETROIW
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
| REGIONAL STAFE
ATLANTA
SE { FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PAGIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER QPERATION 30.0] 6.0 14.0] 14.0]
TOTAL HOURS 7600] 1520 1080 2240 280 760

CONVERSION FACTOR 850] 950] g50 1180 1180] 950
TOTAL OPERATIONAL FTES a.21] 1,60] 1.14] 1.90] 024 o.80]

9. REMARKS

* Report all resources expended for NLEA under PAC 21005.
PAC 03RB39 Response to Foodborne Emergencies - use when needed.
PAC 03803 is for inspections of central distribution warehouses where unlabeled cans are shipped for labeling and casing, and follow up

inspections of LACF/AF products for filth only.
1) Inspect NAI firms on a 3 year inspection cycle. State inspections may be conducted in addition to the number of inspections assigned per district.

2) Field Exams are to include pH and canned seam evaluation,

3) Planned DSC are for projected "for cause” sampling.
4) Resources are for attendance at Better Processing Schools (BPS).

Surveillance activities under this program may be pre-empled by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be
reported under and credited to the program PAC unless otherwise directed.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-4



FY 2010 ORA WORKPLANNING SHEET

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Domestic Food Safety

2. PPS PROJECT NAME/NUMBER
Foodbome Biological Hazards - 03

3. PROGRAMIASSIGNMENT CODE(S) 4.
03803.B.C.D.E *

WORK ALLOCATION PLANNED BY

[x] ora

CENTER

5. OPERATIONAL FTE POSITIONS
107.2

1 H
INSPEC- INVESTI
TIONS GATIONS
INCLUDING [HOURS)
HIGH NCLUDES
RISK NATL EXPERT
{1) 2}

DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
SAMNPLE
coLL

Z0=0m3a

DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO

DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

TOTAL FIELD 4100 20500] 410)°

248 164

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHLA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SCUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAR - 3W
PACIFIC REGIONAL L*_- NW

NE

CE

SE

5w

PA

HOURS PER OPERATION 18.0 6.0

12.0] 12.0]

TOTAL HOURS 73800 20500 2460

1344

2952 1988

CONVERSION FACTOR] 8504 850 850

1180,

1180 1180

77.88] 21,58

TOTAL OPERATIONAL FTES 2.59]

1.14

2.50 1.87

I5 REMARKS

the course of the year.

* Resources for PACs 04803 and 09803E,F are included. Resources for audits are under State Contracts Program PAC 03R843.
Assignments for sprout producers and egg farms, if needed, will be taken from this program.
Non Seafood Inspections for EU and Chilean Certification will be handled by CFSAN Assignment and counted against inspectional obligations
of this program. For Non-Clinical Good Laboratory Practice Inspections CFSAN will contact affected Districts to arrange inspections during

(1) Allergen Inspections may be assigned upon the issuance of an Alflergen Program For Assignment for FY'10.

Do Not Initiate Surveillance Allergen Inspections until 8 New Allergen Program is issued.

Report Allergen inspections under PAC 03B03E. "For Cause™ Allergen Inspections are to be conducted s needed.

(2) A portion of Domestic Sample Collection resources are set aside for targeted Risk Based Surveillance Assignments in FY10.
(3) Salmonella Serotyping: Samples generated from SRL & ARL go to ARL; Samples generated from other labs go to Denver.

FORM FDA 2621a (0B/0B)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

03-5




FY 2010 ORA WORKPLANNING SHEET Octobar 1. 2000

1 PROGRAMASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER
Imporied Foods General Foodbome Biological Hezards - 03 -

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY S QPERATIONAL FTE POSITIONS

03819, A.B,C : l ORA CENTER 2464
{0IR833,03R824,99RE3IN * l:!

DISTRICT/ GUDANCE | GUDANCE BIPORT MPORT MPORT OF CODE 02
SPECIALIZED WPORT FRICR MPORT RPORT MPORT WPORT EPONT aAMPLE BAMPLES SAMMLES PRIVATE
LABORATORY ENTRY NOTKE MVESTH FIELD BAMPMLE BAMPLE BAMPLE ANALYES ANALYSES ANALYETS LAB
NEVEW REVIEW GATIONS EXAMS coLL coLL cold AALNONELLA REVIEW
{Hourn} {Hours} {Hours) MICRO CHEMW ICRO CHEM RESISTANT -

. i) i : {Houra) {Hours)

ZO-mmaD

FOREIGN
WaPrEC-
TIONS

TOTAL FIELD 98004 3a000] 10185]  100800] 7soo] . asso] 2650] aasof 2850] 1180 3540

130

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI

CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY
SOUTHWEST MPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SANFRANCISCO

SEATTLE
PACKIC REGIONAL LAB - SW

PACIFIC AEGIDNAL LAB - NW

30.0

3900

950

HOURS PER OPERATION l | 0.5 2.2 52| 78] | 1
TOTAL HOURS| 10165] 50400 16500 39770 18875) 1180 3540
CONVERSION FACTOR 1200 12ﬂ0 9501 850 850 1180 1180] 11 1180

TOTAL OPERATIONAL FTES] A1.57] 25.00 10 TUI 53.05) 17.37 33.70) 16.84 1.00] 3.00

4.11

I8 REMARKS
* Resources in this program can be used 10 report Import Food Activities under the following PACs: 03RB33 - Impor/Eniry Review Hours;

90R833 - Evaluation Hours: 03R824 - Follow-Up to Refusal.

** Private Laboratory Revlew Time is for NRL, SRL, PRS analysts to review private lab results submitted for imported foods, Review time
MUST be reported under Miscellancous Operation Code 92 with "PL" in the FACTS description field. Without consistency in
reporting, your time will not be found and credited.

(1) Import Entry Review Hours: resources for these actlvities cover All Import Food Programs.

(2} Resources in Headquarters are for review of prior notices at the Prior Notice Cenler.

(3) Investigation Hours: resources are for Import Field Exams, Import Filer Evaluations, Follow-up to Reflusals (markmg and tracking the disposition of
detained lots) and other operations as required by the District to cover program priorities. Districts should report time under the appropriate operation
and PAC for the activilies performed.

Note: Addilional time for Impor Field Exams under investigation hours is planned in the Import LACF, Impont Seafood and Toxic Elements Program.
All Import Field Exams are (0 Routinely Include the Following:

() Verification that the Imported Product is the same as that which was declared (Reconcllindon Exam);

{b) An Assessment of Security Concerns Related to Labeling & Source Country (Including Container Integrity, Signs ofl Intentional

Aduiteration, etc.);

(¢) Traditional Safety Concerns.

These Activities are to be Reported a5 8 Single Import Field Exam under this Compliance Program and PAC. Only One Exam should be Reported

Per Line Entry. Only in the Event of a Pre-Determined “For Cause” CT Exam, Or in the Event CT Suspicions Are Raised Conducting Routine

Follow-Up, Should an Additional Exam and Time be Reported Under the CT PAC (03R845, 04R845, etc.)

See [OM Section 530.04 for Additional Information on Food and Cosmetic Defense Actlvities.

Import Samples 10 be Analyzed - Satmonello Resistant (Hours) will be performed by Denver Laboratory.

Note; Please Review CFSAN's Impont Risk Priorities List Available on Inside.FDA.Gov.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Fish & Fishery Products Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03842.B,C.D.H * [x7] ora [x_} center 441

e, 1 3
DISTRICT/
SPECIALIZED INSPEC- DOMESTIC
LABORATORY TIONS SAMPLE
coLL

i 2
TOTAL FIELD 1370 280
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
| REGIONAL STAFF
ATLANTA
st | FLoripa
NEW CRLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | _DENVER
KANSAS CITY
| SOUTMWEST IMPORT DISTRICT |
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW _§ |
PACIFIC REGIONAL LAB - NW 1
HOURS PER OPERATION 25.0 5.0] 17.0 13.0] 1
TOTAL HOURS] 3s072| 1400 3570 910] 320 1600
CONVERSION FACTOR| 850 850 1180 1180] 1180 050
TOTAL OPERATIONAL FTES] 36.92 1.47] 3.0:5L 0.77] 0.27 1.68)
lo. REMARKS :

Nat'l Expan Hrs
DOMESTIC DOMESTIC LEVEL H
SAMPLE SAMPLE ALUDITGRS
ANALYSIS ANALYSIS CERTH
ORGANG FICATION
CHEM EXAM HOURS

B3) {4)
T0 320] 18008

ZQ -G mao

* Additional PACs: 03R839; 04842A H; 07842,H; 09842E,F,H; 21842, 21R829

(1) High Risk Potential Products (HRPP) processors whose last two inspections were NAI can be considered for a 2-year inspection cycle unless the
firm has added a new high risk seafood product 1o their line.

{2} Domestic Sample Collections: seafood collections are planned "For Cause Only." The number of samples planned per disirict are not to be
considered a goal or target. Only collect "For Cause” samples following the guidance in Part 111, page 5, Section E.1 of the compliance program.
Verification samples are not to be collected.

{3) Organoleptic National Expert time

(4) Level Il Auditors Certification Time: These hours are to provide auditors the time to evaluate/train other investigators trying to maintain

Level Il Certification.

Note: EU Certification has been deleted because in June 2009 this responsibility was transferred to NOAA.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-7



FY 2010 ORA WORKPLANNING SHEET

Oclober 1. 2006

1 PROGRAM/ASSIGNMENT TITLE
Import Seafood Products

2. PPS PROJECT NAME/NUMBER
Foodbome Biological Hazards - 03

3 PROGRAMASSIGNMENT CODE(S)

4, WORK ALLOCATION PLANNED BY

5, OPERATIONAL FTE POSITIONS

91.7

[x] ora [x]cener

03844B,C.D.H §

Nall Exparts
- L]
ORGANOC
ANALYSIS
HOURS

GUIDANCE
IMPORT
BAMPLE

DISTRICT/
SPECIALIZED
LABORATORY

FOREIGN
INSPEC-
Tioh3

IMPORT IMPORT
BAMFLE
AMALY SIS

CHEM

(MPORT
BAMPLE
ANALYEIS
MICRO

[

MMPORT
BAMPLE

INPORT
SAMPLE
coLL
PHYBICAL

IMPORT

INVESTE
GATION
HOURE

MPORTER
EXAMS
RICRO

0LAH CHEM

zo—mm:n%
(X1
Y
g.
m
-
@
@
]

TOTAL FIELD sl 1700} 3050 3030 1180 11200

170

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NEW YORK
REGIONAL LAR
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHLA
FORENSIC CHEM. CTR

NE

CE

REGICNAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
| SAN JUAN
REGIONAL LABR
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
| REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PAGIFIC REGIONAL LAB - NW

SE

\

PA

HOURS PER OPERATION

14.0

11.0 53]

1 05

zs.0]

TOTAL HOURS

5250

1700/

Z.GI
16640,

49280 18185

4250,

CONVERSION FACTOR

850

1130I
11B0) 1160 1180f

50|

050

5.53

1.79)

17.52)

13.70]

100]

41.78

5.89]
===

447)

TOTAL OPERATIONAL FTES

B REMARKS
* [nspections of Importers are Lo asceriain if the importer has complied with Seafood HACCP Regulations, not to perform filer inspections

** Import Investigations Hours are for Ficld Exams, Label exams, & other operations as required by the District to cover program priorities.
Report time under the appropriate operations & PAC for activities performed.

*** Import Sample Collection reflects CFSAN's top 3 priority products: Ready to Eat (RTE), Modified Atmosphere Packaging (MAP), & Histamine
Forming. Districts with high volume of CFSAN's iop 3 priorities will note an increase in sample collections. All Districts should concentrate on
collections as per the prioritics set in the Import Seafood Compliance Program (C.P.). When physical samples are collected for analysis, the guidance in
the C.P. should be followed in determining what the product should be analyzed for. Specifically: raw scrombrotoxic fish should be analyzed for
histamine, not for MICRO; raw shrimp should be analyzed for undeclared sulfite (&/or chemotherapeutics under PAC 04018 following Lhe guidance in
the C.P.), nol for MICRO. All Import Field Exams are to routinely include the following: a) Verification ihat the imported produet is the same as thal
All Import Field Exams are to routinely include lhe following: a) Verification that the imported product is the same as that which was declared
(Reconcilialion Exam); b) An assessment of security concerns related to labeling & source country, including conlainer integrity, signs of inlentional

adulleration, etc.; c) Traditional safety concerns.
These activities are lo be reported as a single Impont Field Exem under this C.P. & PAC. Only one exam should be reporied per line entry.
Only in the event of a pre-determined "For Cause" CT Exam, or in the event CT suspicions are raised conducting routine follow-up, should an additional
exam & time be reported under the CT PAC (03R845,04R845,etc.). See [IOM Section 5.4.1.4 lor additional information on
Food & Cosmetic Defense Activities.
*#u= Multiple Analyses will be run on numerous samples, both Micro & Chem, therefore analyses outnumber collections.
Note: NWE-DO will collect 76 MICRO & 119 CHEM samples to be sent to WEAC Lab [or enalyses, SWID samples collected for TX & NM
are to be sent to ARL; SWID samples collected for CA & A7, are fo be sent to PRS.
§ Other PACs include: 07844; 09844E.F; 21844

FORM FDA 26212 {0B/08) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY 2010 ORA WORKPLANNING SHEET

Ocleber 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Juice HACCP Inspection Program

2. PPS PROJECT NAME/NUMBER
Foodbomne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)
03847H, 03847 *

4. WORK ALLOCATION PLANNED BY

[x] omra [x]center

o

7.7

. OPERATIONAL FTE POSITIONS

ZO—-Gmaxu

DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC
INSPEC-
TIONS

+

1

IMPORTER
INSPEC-
TIONS

3

DOMESTIC
SAMPLE
CoLL

T

DOMESTIC
SAMPLE
ANALYSIS

MICRO

DOMESTIC
SAMPLE
ANALYSIS
CHEM

1

FOREIGN
INSPEC-
TIONS

TOTAL FIELD

200

100

55|

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

REGIONAL LAB

SOUTHWEST [MPORT DISTRICT

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - W

HOURS PER OPERATION

PACIFIC REGIONAL LAB - NW

20.0

13.0

5.0

15.0]

20

11.0

| g

20,0

TOTAL HOURS

4000

1300

375

825

220

800

CONVERSION FACTOR

a50]

850

9504

1180

1180

TOTAL OPERATIONAL FTES

az1)

1.37]

0.39;

0.70

0.19

0.84]

S

9. REMARKS

* Additional related PACs: 04847; 04847 H. 07847, 07847, H; 09847 ,H; 21847H. Use PAC 03847 for General Sanitation 1ssues

(non-HACCP).
Use "H" PACs for HACCP Verifications Samples and the HACCP component of inspection.

Use Non "H" PACs for "For Cause” samples and filth/sanitation component of inspection.

DSC resources have been provided for anticipated "for cause" and verification" samples.

Stale inspections may be conducted in addition to the number of inspections assigned per district (PAC 035004). Resources have been added to
cover food security issues ai all domestic processor inspections. Inspectional priority is as follows: firms associated with recent oulbreaks,
unpasteurized juice firms, firms whose previcus inspections were QAl, and firms that have not yet been inspected.

Note: Surveillance activities planned under this program may be pre-empted by enfarcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLANNING SHEET

October 1, 2009

1. PROGRAMASSIGNMENT TITLE
Imporied & Domestic Micro

Assignmenls

2. PPS PROJECT NAME/NUMBER

Foodbeme Biological Hazards - 03

03F098 Import
03F100 Domestic

3. PROGRAMASSIGNMENT CODE(S)

EX

4. WORK ALLOCATION PLANNED BY

ORA CENTER

48.9

5. OPERATICNAL FTE POSITIONS

[:5

DISTRICT/
SPECIALIZED
LABORATORY

ZzZO-om3x

2 3 4

IMPORT
SAMPLE
coLL

DOMESTIC
SAMPLE
coLL

INVESTH
GATIONS
{Hours}

7/ 8 7
HIGH
DOMESTIC
SAMPLE
ANALYSIS
MICRO

{MPORT
SAMPLE
ANALYSIS
MICRO

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC
REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT

REGIONAL LAB
REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

NE

CE

SE

Sw

PA

HOURS PER OPERATIONI |

1100/ 7001

20|

10001

645] 647

THROUGHPUT
LABRATORIES
DOMESTIC
SAMPLE
ANALYSIS
e—

442]

THROUGHPU
LABRATORIES

ANALYSIS
e ———

HIGH IMPORT
SAMPLES
TO BE
MPORT ANALYZED

SAMPLE

OTHER
OPERATIONS
{Hours)

443)

25.0 25.0

20.0]

20.0

TOTAL HOURS

1100] 2100]

3.0{7
3000,

16125 16175]

CONVERSION FACTOR

a50] |

950|

1180 1180

1180]

1180

TOTAL OPERATIONAL FTES

1,18} 2.21]

3,16]

13.67 13,71

7.49]

7.51]

9. REMARKS

* In FY2010 an additional 300 domestic samples will be collected under state contracts.

CFSAN will work with ORA 1o determine how resources will be allocated in FY2010.

Note: SWID samptes collected from TX & NM are to be sent 1o ARL.
SWID samples collected from CA & AZ are 1o be sent to DEN.

FORM FDA 2821a {08/08)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
CFSAN Environmental Sampling Assignments Foodbomne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03F830, 03R858, 04R858 OrRa [ X | cENTER 61.1

Environmenta! | Envir A I | Envir I | Eavir i | UNPLANNED
DISTRICT/ SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE ASSIGN. Environmental
SPECIALIZED coLL coLL coLL coLL COLL MENTS SAMPLE
LABORATORY Industry 23CF | DRY DARY | CRAR MEAT | SOFT CHEESE | mNFANT FORMULA | PAC 03RE58 ANALYSES
FIRMS FIRMS FIRMS FIRMS DRY POWDER | PAC 04RE58
{1} {2) {3) {3) {4) (5) {HOURS)

O=@omx

TOTAL FIELD 554| 14] () 109] 23 50| 31540

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

| REGIONAL STAFF
BALTIMORE

CHICAGC

CINCINNATI

CE  DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIOMAL LAB - NW

HOURS PER OPERATION 40.0] 40.0 40.0] 40.0] 40.0] 40.01

CONVERSION FACTOR 950 950 950 950] 950) 950 1180

TOTAL HOURS 2216(1 560 2640 4360} 920] 2000 31540

TOTAL OPERATIONAL FTES 23.33) 0.59 2.7 4.50] 0.97] 2.11] 26.73]

Is. REMARKS

(1) ORA/DF! will issue inspectional schedule to direct environmental sampling (Salmoneila).

{2) CFSAN will issue this assignment in the first quarter FY10 (Listeria ).

(3) CFSAN will issue lists (Listeria ) to the districts. Firms were selected based on products covered during a previous inspections.

(4) Environmental Sampling (E. sakazakii and Salmonelia) should be conducted during the routine inspection of dry powder infant
formula manufacturers.

(5) Resources can be used for Reportable Food Registry Follow-Up Action. Refer to DFI Field Bulletin #34 Foods.

PAC 03R858, Reportable Food Registry Activities-MICRQ; PAC 04R858 Reportable Food Registry Activities-CHEM
Environmental sampling to follow-up on Outbreaks and Emergency Response activities is planned separately (Response to Foodborne
Emergencies, NEC: PACs 03R839 and 04R839). District spread of resources is for planning purposes only. Repori inspections and analyses
conducted in response ta an outbreak and emergency against the appropriate Foodborne Emergency PAC (e.g. 03R835 Salmonella in
Peamut Butter Emergency/Recall - Human Food Use, 03R266 Listeria Emergency, or another PAC to be created in response to a future
emergency. Assignments and district inventories will determine resource usage. Analytical resources are spread based on microbiological
servicing laboratories.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET (Continued) PAGENO.  03-11



FY 2010 ORA WORKPLANNING SHEET

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Unspecified Foreign Inspections/Assessments

2. PPS PRQJECT NAME/NUMBER

Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)
03R233 See Remarks

4. WORK ALLOCATION PLANNED BY

[I] ORA Ecemen

5, OPERATIONAL FTE POSITIONS
1.6

DISTRICT/
SPECIALIZED
LABORATORY

Zo—aom=x

FOREIGN
INSPEC-

2

INVESTI-
GATIONS

{HOURS)

FOREIGN
ASSESSMENT
TECHNICAL
ASSISTANCE
{HOURS)

4 & []

IMPORT
SAMPLE
ANALYSIS

IMPORT
FIELD
EXAMS

DOMESTIC
SAMPLE
ANALYSIS

T B ]
DOMESTIC IMPORT
SAMPLES SAMPLES
Y0 BE TOBE
ANALYZED ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

18

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAR
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGICNAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DiSTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

NE

CE

SE

5w

PA

HOURS PER OPERATION

30.0

B850

TOTAL HOURS

s40]

950

CONVERSION FACTCR)

950]

g50]

TOTAL OPERATIONAL FTES

0.57]

1.00]

J9. REMARKS

Foreign activities per DFI inspection distribution.

These resources are set aside for foreign food inspections as yet to be determined.
NO INSPECTIONS ARE TO BE REPORTED UNDER PAC 03R233,

Report accomplishments under the program PAC covered during the inspection. CFSAN will determine the type of inspection and
provide relevant information to DFI well in advance of dates required for planning trips.

* Technical Assistance can include, but is not limited to: training, presentations, speeches, site visits, outreach, workshops,
seminars or meetings with parinership groups, trade associations, etc.

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKFPLANNING SHEET

Oclober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Methods Validation/Development Program Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

03R816 ORA ] center

5. OPERATIONAL FTE POSITIONS
10.0

0.
DISTRICT/ APPLIED
SPECIALIZED METHODS [ TECHNOLOGY
LABORATORY VALIDEV CENTER
MICRO MICRO
{Hours) {Hours)

ZOoO=0ma

TOTAL FIELD 7220] 4720

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABQRATORY-SW

PACIFIC REGIONAL LABORATORY-NW 1
HOURS PER OPERATION |

TOTAL HOURS 7220] 4720

CONVERSION FACTOR 1205] 1180

TOTAL OPERATIONAL FTEs 5.99] 4.00]

9. REMARKS

Workload Source: Delermined by Division of Field Science, ORO.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLANNING SHEET

October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
Outbreak and Emergency Response (PPS 03)

2. PPS PROJECT NAME/NUMBER
Foodbome Biological Hazards - 03

3. PROGRAMASSIGNMENT CODE(S)
03RR39

4. WORK ALLOCATION PLANNED BY

[x] ora [JcenTER

51.2

5. OPERATIONAL FTE POSITIONS

ZOo—-Gmom

Consumer
Safety
Officers
MICRO
{HOURS)

DISTRICT/
SPECIALIZED
LABORATORY

Analysts
MICRO

{HOURS)

IMPORT
SAMPLE
coLL

MPORT
FELD
EXAMS

IMPORT
SAMPLE
ANALYSIS
MICRO

DOMESTIC
SAMPLE
ANALYSIS
MICRO

DOMESTIC

SAMPLES
TO BE

ANALYZED

MFORT
SAMPLES
TO BE
ANALYZED

OTHER
OPERATIONS
{Hours}

TOTAL FIELD 40195]

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND
NEW YORK
REGIONAL LAB

WEAC

CE

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS
DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW

—_

PACIFIC REGIONAL LAB - NW
—

HOURS PER OPERATION

10500,

TOTAL HOURS 40185

10500

CONVERSION FACTOR 950

1180|

TOTAL OPERATIONAL FTES

A2.30

8.90]

18. REMARKS

Time to be used for all outbreak and emergency aclivities relaled to foodbomne biological hazards. District spread is for planning purposes
only. Report inspections and analyses conducted in response to an outbreak and emergency againsl the appropriate Foodborne Emergency
PAC (e.g. 03R855 Salmonella in Peanut Butter Emergency/Recall - Human Food Use, 03R266 Listeria Emergency, or another PAC 10 be

created in response Lo a future emergency).

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Contract Management Foodborne Biological Hazards - 03

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

03R843 ORA [T | CENTER

12.0

5. OPERATIONAL FTE POSITIONS

6, 1 2 g 4 5 6

DISTRICT/ CONTRACT FOREIGN

SPECIALIZED MANAGE- INVESTI ASSESSMENT | DOMESTIC IMPORT IMPORT
LABORATORY MENT GATIONS TECHWICAL SAMPLE SAMPLE FIELD

HOURS {Hours) ASSISTANCE ANALY SIS ANALYSIS EXAMS

M) [HOURS)

ZO0-0m:D

DOMESTIC

SAMPLES
TQ BE

ANALYZED

IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD 11400

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIM

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

5w | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT |

REGIONAL LAB

| REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

FACIFIC REGIONAL LAB - Nw

HOURS PER OPERATION |

TOTAL HOURS 11400}

CONVERSICN FACTOR] 850

TOTAL OPERATIONAL FTES] 12.00

9. REMARKS

{1) Time planned for Contract Management includes resources to conduct audits.
Note: Non-operational FTEs, i.e. supervisors, should not report contraci management time.

Time planned is for time reported under operation code 92, Coordination/Technical Assistance.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLANNING SHEET October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER
Food Defense Foodbomne Biological Hazards - 03

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03R845 [X]] ora ] cenTER 28.0

2 2 8 7 7 i N
DISTRICT/ cso cso GCHEM HRS MICRO HRS |BIOTERRORI
SPECIALIZED DOMESTIC IMPORT IMPORT IMPORT DOMESTIC DOMESTIC | FD WMETHOD | FO METHOD 8T}
LABORATORY INVESTE INVESTH CHEM MICRO CHEM MICRO VALIDATION || VALIDATION FIRM {OE)
GATION GATION ANALYTICAL | ANALYTICAL § ANALYTICAL | ANALYTICAL * < MAINTENANCE
HOURS HOURS HOURS HOURS HOURS HOURS INFO ONLY INFO ONLY -

ZD—OMZJEI

TOTAL FIELD as50] 1900 2360 1183 5310} #13o] 900 ml 1425
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNAT)
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE |_FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW -
HOURS PER OPERATION] | | 1 = o CHE ) i
TOTAL HOURS] 8550 1900{ 2360] 1183 5310 a3of [ 5700
CONVERSION FAc*rogI 850 850] 1180 1180 1180 11so_I ‘ ) 950)
TOTAL OPERATIONAL FTES 9.00 2.00] _2.00 1.00] 4.50 3. 50010 T ) i a

9. REMARKS
Report Food Defense activities under PAC 03R845. Report Expanded Time under PACs: 04R845, 07R 845, 09R845, 21RB45.

Planned Resources are for all Special Food Defense Related Activities over & above resources for Food Defense Activities that are incorporated
into routine safety monitoring activilies, i.e. Food Defense coverage during routine Food Safety Inspection & Import & Domestic Food Defense

Reconciliation Exams. Resources for Food Defense coverage during routine operations are included in the Parent Programs.

Domestic & Import resources have been separated for planning purposes. Based on circumstances, resources may be shifted between Impon

& Domestic. Resources are to be used for CFSAN Food Defense Assignments for Inspections, Sample Collections, & Analyses, including those
%lo support FERN. Total Lab Time may be used for maintaining General Food Defense Capabilitics.

* Resources for Food Defense Method Validation are a subset of the total Chemist & Microbiologist Resources (planned by Division
of Field Science, DFS). Thesc columns are for information only.

** Resources provided are for district determination of new firm workload obligation which is based on Bioterrorism (BT) Legislation.

Note: SWID samples collected from TX & NM are Lo be sent to ARL. SWID samples collected from CA & AZ are lo be sent to PRS.

FORM FDA 2621a (08/08) ORA WORKPLANNING SHEET {Continued) PAGEND.  03-16



—————
1. PROGRAM CATEGORY

2 PPS PROJECT NAME-NUMBER

FY 2010

PROJECT SUMMARY SHEET

Food and Cosmetics Pesticides and Chemical Contaminants - 04
I5s. PROGRAM 6 OPERATIONAL FTE TOTAL
3, 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OFERATIONAL 7. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC | 1MPORT | FOREIGH FTEs
TOTAL 104.4 76.5 0.4 1681.2
1 Pesticides and Industrial Chemnicals in Domeslic and 04004A.D * 32.1 274 59.5 04-2-3
Imported Foods
2 Chemotherapeulic in Seafood 104018 RE| 29.3 04 33.0 014-4
3 Toxic Eicments in Food and Foodware 5.3 13.9 19.2
Toxic Eletnents in Foods { Domestic and Impon)** 04019A 5.0 {7.5) (12.5) 04.5-7
Toxic Elements in Foodware (Domestic and Import) 040198 (0.1) (5.8) (5.9)
Radionuclides in Foods (Domestic and Import) 04019C 10.2) (0.6) (0.8)
4 Total Diet Study 04839 28.6 28.6 04-8
5 Field Assignments for Chemical Contaminants h04 FBOO 0.6 59 6.5 04-9
6 Methods Validation/Development Program ID4REI6 10.6 10.6 04-10
7 Forensic Evaluation and Sample Analysis 04R838 12.0 12.0 04-11
8 Outbreak and Emergency Response 04R839 11.9 11.9 04-12
* 04R833. 99R833. 04R824
** Inciudes DISC and DISA FTEs
ICENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE
Glenn T. Bass {301) 436-2774 Knsten Kamas (_30!] 796-4391
FORM FDA 2622 (3-98) FPAGE NO. 04-1




FY 2010 ORA WORKFPLAN

Oclober 1, 2000

1. PROGRAM/ASSIGNMENT TITLE

Pesticides and Industrial Chemicals in Domestic and Imported Foods

2. PPS PROJECT NAMEMNUMBER
Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S)
[4004A,D, 04R833, 99RE33, 04R324

4. WORK ALLOCATION PLANNED BY

[xX ] ora CENTER

5 OPERATIONAL FTE POSTIONS

59.5(32.1)

DISTRICT/
SPECIALIZED
LABORATORY

ZO—om3

[HOURS)

DsCs

DsCs
Sunwlllance

DSCs
DIOXINS

DIOXING

DICKING

SEAFDOD | SEAFOOD

TOTAL FIELD

1300

1400] 100

750

750

232

100/

100}

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYOQRK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE { DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw |_DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY- SW

PACIFIC REGIONAL LABORATORY- NW

HOURS PER OPERATION

LY |

6.5] 3.0]

4.0]

20.0

11.6

3.0 6.5]

JOTAL HOURS

850]

5100] 300]

aooo]

15000

2691

300 850|

CONVERSION FACTOR

g50]

39@'
950

1180] 950]

950|

1180

1180,

950 1180|

TOTAL OPERATIONAL FTEs

0.93]

4.11]

7.71]

0.32]

3.16]

12,77

2.28

0.32 0.55)

s —

7. REMARKS

CFSAN will issue biannual Dioxin Schedule.
DSC Seafoods: See compliance program for collection details.
*Includes analysis of 232 Total Diet Study Sample homogenates.

FORM FDA 2621a (05/03})

ORA WORKPLANNING SHEET (Continued) race no.

04-2



FY 2010 ORA WORKPLAN October 1, 2000

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Pesticides and Industrial Chemicals in Domestic and Imported Foods Pesticides and Chemical Contaminonts <04

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
04004 A,D, 04R833, 99RE33, 04R824 ORA [ |center (27.4)

[}
DISTRICT/ HIGH
SPECIALIZED 15Cs I5As THROUGHPUT 1SCs. 1843
LABORATORY CHEMH LABORATORY SEAFOOD SEAFOOD
[LTY CHEM
CHEM

20-00mA

TOTAL FIELD 30004 2244 803) 300 300

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAR
WEAC
| REGIONAL STAFF
BALTIMORE
CHICAGQ
CINCINNATI
GE | DETROIT
MINNEAFOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN —_—
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATILE
PACIFIC REGIONAL LABORATORY- SW
PACIFIC REGIONAL LABORATORY- NW

HOURS PER OPERATION 1,6] 7.8 6.0] 1.6{ 7.8
TOTAL HOURS 4800 17503 e | 480

CONVERSION FACTOR 950 1180 1180 850 1180

TOTAL OPERATIONAL FTEs 5.05] 14.83 5.00 051 198}

9. REMARKS .
I1SC Seafoods: See compliance program for collection delails,
1SAs: Planned numbers based on SWID sending 40% of 1SAs to ARL and 60% of [SAs to PRL-SW.

Sampie analyses exceed sample collections because some samples will be collected per unplanned assignments to be issucd during the year.

FORM EDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-3



FY 2010 ORA WORKPLAN

October 1, 2008

1 PROGRAM/ASSIGNMENT TITLE
Chemotherapeutics in Seafood

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - (04

3 PROGRAMASSIGNMENT CODE(S)
04018

4 WORK ALLOCATION PLANNED BY

X Joma

[ Jocenwr

33.0

5. OPERATIONAL FTE POSITIONS

-3
DISTRICT/
SPECIALIZED
LABORATORY

Zo—-0Om3D

FOREMN
NSPECTICNS

IMPORT
BAMPLE
coLL

IMPORT
SAMPLE
ANALYSIS

tSAs
MITRO:
FURANS

SAn
INDIVIDUAL
s

71}

COMPOSITES

DOMNESTIC
BAMPLE
coLL

BOMESTIC
SANPLE
AMALYSES

"'ii.-.is

sigs.

INDIVIDUAL

DaAs
NITRO-
FURANS
-

11

1000

1000

250]

215]

535/

100

100}

“as]

30

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK
REGIQNAL LAR
WEAC

REGIONAL STAFF

BAL TIMORE

CHICAGD

CINCINNATY

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF
| LOS ANGELES
PA | SAN FRANCISCO

SEATILE

PACIFIC REGIONAL LABORATORY - SW
PACIFIC REGIONAL LABORATORY - NW

HOURS PER QPERATION]|

30.0

25

24.0

30.0

50

240] .

30.0

TOTAL HOURS

330

2500

CONVERSION FACTOR

950

850|

24000

7500/

500/

2400}

900

1160

1150

B50

1180] -

1180

OPERATIONAL FTE!I

0.35)

2.63]

20 34

636

0.53

2.03].

0.76

7 REMARKS

CFSAN spread the number of sample collections per district based on ORADSS line entry data and domestic OE] data. DFS spread (he laboratory

analyses. Individual sub sample analyses will be for Nitrofurans in shrfimp and for all Chleramphemicol samples. All remaining residue analyses will be a

composile of 12 subsamples, The analytical module is a Field Wide Average. based on number of total samples planned for individual subsample analysis

and for composite analysis. Refer to the FY09 Collection Schedule (when issued) for specific commodities to collect. lmport samples can be collected as
D/l samples if samples are being collected fresh. The sample collection and analytical numbers are based on all products except for crab being analyzed

for two chemolherapeutic agents.

* lmport Samples for Nitrofurans include 125 Basa‘Catfish samples and 125 Shrimp sarnples.
** Domestic Samples for Nitrofumns include 20 catfish and 10 shrimp samples.

The shaded area serves as a guideline for Districts on the specific types of samples that should be collecied in order 1o maich samples expecied by the laboratories

for enalysis.

FORM FDA 26218 (08/07)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

04-4




FY 2010 ORA WORKPLAN

October 1, 2008

1 PROGRAM/ASSIGNMENT TITLE

Toxic Elements in Foods { Domestic and Import)

2 PPS PROJECT NAMEMNUMBER

Pesticides and Chemical Contaminants - (04

3 PROGRAM/ASSIGNMENT CODE(S)
04019A

L]

4 WORK ALLOCATION PLANNED BY

ORA CENTER

§ OPERATIONAL FTE POSITIONS
19.2 (12.5)

DISTRICT!
SPECIALIZED
LABORATORY

ZOo-Gamax

DsC ISC D5A
HON- NON- NON-
SEAFOOUD SEAFDOD SEAFQOD

CHEM

1S4, DSCr DSAs
NGN- SEAFOCD SEAFOOD

SEAFOOD CHEM
CHEM

DSAn
METHYL
HERCURY
N SEAFOOD

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [ DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHILA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORIOA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANGISGO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY - NW

25 §25] 25

3.5 1.8 12.0f

625] 3ol 2101

12.0 4.5 12.0

100

120

TOTAL HOURS

88 1125 300]

7500 1385 2520

1200

CONVERSION FACTOR

950 850 1180

1180 950 1180

1180

TOTAL QOPERATIONAL FTES

0.09) 1.18 O.ZSI

5.36] 147 2.14

102]

? REMARKS

Both Seafood and Non-Seafood Domestic and Import Sample Collections: CFSAN will issue collection schedules.

FORM FDA 2621a (05/03)

ORA WORK PLANNING SHEET (Continued)

PAGE NO. 04-5



FY 2010 ORA WORKEEAN Oclohar 1, 2000

1 PROGRAMASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Toxic Elements in Foodware Pesticides and Chemical Contaminants - 04

{ Domestic and hnport)

3 PROGRAMWASSIGNMENT CODE(S} 4 WORK ALLOCATION PLANNED B8Y & OPERATIONAL FTE POSITIONS

040198 % | ora [ center 5.9

f'E DISTRICT/
SPECIALIZED DECs BCe POMESTIC IMPORT DEds [T MPORT

LABORATORY (Housewnre] [Houmawarn) FIELD WY CHEM CHEM FELD

Zo=0m3

TOTAL FIELD 10 200 25 684 10 200} 3700

HEADCUARTERS
REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK

WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM CTR

ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | _DEWVER
KANSAS CITY
| SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
Pa | SAM FRANCISCO
SEATTLE

REGIONAL LAB

REGIONAL STAFF

PACIFIC REGIONAL LABORATORY - SW
PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION 38 18] o7] | 10.0] 100 o8]
100

TOTAL HOURS 35 350 18 sul 2000/ 2850
CONVERSION FACTOR 950 950, 950 850 1180 1180] 850
02

TOTAL DPERATIONAL FTEs _0.04 0.38] 002 0 72| 0.08) 1.69 300]

7. REMARKS

“IMPORT INV Hours are for field exams and any other import operations as required by the District to cover impori priorities. District should report time under
the appropriate operation and PAC for Lhe activities performed.

**Import field exams are to routinely include: verification that the imported product is the same as that which was declared

(reconciliation exam); an assessment of security concems related (o labeling and source country {including container inlegrily, signs of intentional adulteration, eic)
and tradilional safety concerns. These activitics are to be reporied as a single import field exam under this compliance program and PAC. Only one exam should be
reported per line entry. Only in the event of pre-determined "for cause” CT exam, or the event CT suspicions are raised conducting routine work requiring follow-up
should an additional exam and time be reported under the CT PAC (DIR845, 04RB45, ete.) For disiricts that are not provided domeslic field exam and sample
collection resources, district should still collect samples, if nccessary.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-6



FY 2010 ORA WORKPLAN

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Radionuclides in Foods (Domestic and Import)

2. PPS PROJECT HAME/NUMBER
Pesticides and Chemical Contaminants - (4

3. PROGRAMWASSIGNMENT CODE(S)
04019C

4. WORK ALLOCATION PLANNED BY

[ x__]centEr

5. OPERATIONAL FTE POSITIONS

{0.8)

DISTRICT!
SPECIALIZED
LABORATORY

ZOoO—Gm:D

DSC 8c

DSAs ESAs
CHEM CHEM

TOTAL FIELD

18]

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIOMAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - 5W

PACIFIC REGIONAL LABORATORY - NW

HOURS PER QPERATION

2.5

1.7]

18] B4

T

15.0 6.0

TOTAL HOURS

40

143]

240

CONVERSION FACTOR

950|

950

1180 1180]

TOTAL DPERATIONAL FTES

0.04]

0.15

0.20

¥

7. REMARKS

CFSAN spreads DSCs based on location of nuclear power plants. See compliance program for collection details.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2010 ORA WORKPLAN

Octaber 1, 2009

1 PROGRAMIASSIGNMENT TITLE
Total Diet Study

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3 PROGRAM/ASSIGNMENT CODE(S)
04839

4 WORK ALLOCATION PLA

—

NNED BY

X Joenmer

5. OPERATIQNAL FTE POSITIONS
28.6

DISTRICT/
SPECIALIZED
LABORATORY

ZO=G0mx

D3Ga
{TOTAL}
{DET)

{1

DOMESTIC
BAMPLE
TO BE
AMNALYZED

2

TOTAL

AMALY &I
(RADIONUCLIDES)
CHEM
3

TOTAL FIELD

&0

113§

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE |_NEW YORK

REGHINAL LAB

WEAC

REGIQNAL STAFF

BALTIMCRE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

MNEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw | _DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION

26.0

20.1

2600.0

3.0

TOTAL HOURS

1560

22834

5600

CONVERSION FACTOR

950

1180,

1180

340g|
1180

TOTAL OPERATIONAL FTES

1.64

10.35

4.75

259

[7 REMARKS

{1) Each DSC represents a Districl's weekly collection of specified food items, Each markel basket collection is spread over five week period
and involves 3 separate districts. Four marker baskets are planned annunlly.
{2) Represents the total number of food items analyzed for various atiributes. VOC analyses will no longer be conducted on TDS [oods.
(3) All TDS food items from two market baske analyzed by WEAC for seleciced radionuclides.
(4) All TDS foods from each market basket are analyzed for percholrates.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Contlnued)

PAGE NO.

04-8




FY 2010 ORA WORKPLAN

Qctober 1, 2009

[1 PROGRAMASSIGNMENT TITLE

Ficld Assignments for Chemical Conlaminants

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S)

041800

4. WORK ALLOCATION PLANNED BY

3] om

] centen

5 OPERATIONAL FTE POSITIONS

6.5

zZQ-—-moma

DISTRICT/
SPECIALIZED
LABORATORY

oSsc
FURAN

Foops

DBA
FURAN

N
FOODS

CONTAMMANTS
N

CONTAMMNANTS
N

BLMIsC

PESLTE

TIETARY
BUPPL

-3
DIETARY
SUPPL.

DIETARY
sUFPL,

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFE

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

| SEATRRE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY- NW

100

100

100|

10

0 250

Suh 1

250l

Bty 2
234

HOURS PER OPERATION

3.0

3.0]

TOTAL HOURS

8.5
1625

14.5

CONVERSION FACTOR

1180

300'
B50

2350

TOTAL OPERATIONAL FTEs

7 REMARKS

0.25

0.32]

1180

1180
2.64

Collections tor Dietary Supplements will be directed by CFSAN field assignments.
Conlaminants in honey inciude chloroamphenicol {See Impori Bulletin).

FORM FDA 26214 (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2010 ORA WORKPLAN

Octlober 1, 2009

1, PROGRAM/ASSIGNMENT TITLE
Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)

04R816

] o

4. WORK ALLOCATICN PLANNED BY

[__]cenTer

5. OPERATIONAL FTE POSITIONS
10.6

ZOo—@ma

DISTRICT/
SPECIALLZED
LABORATORY

METHODS
VALDEY
CHEM
(Hours)

APPLUED
TECHNOLOGY
CENTER
CHEM
{Hours)

TOTAL FIELD

6780

s000]

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB
WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO |

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

|IREGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - NW

PACIFIC REGIONAL LABORATORY - SW

HOURS PER OPERATION

TOTAL HOURS

5780)

5900]

CONVERSION FACTOR

1205]

1180]

TOE\&OPERATIGNAL FTEs

5,63]

5.00]

{9. REMARKS

Warkload Source: Delermined by Division of Field Sclence, ORO.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 04-10




FY 2010 ORA WORKPLAN

Dclober 1, 2008

1 PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminanls - (4

3. PROGRAM/ASSIGNMENT CODE(S)
04RE38

4 WORK ALLOCATION PLANNED BY

3] oma

[ ]center

5. OPERATIONAL FTE POSITIONS

12.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO-0m>D

FORENSIC
SAMPLE
ANALYRIS
[CHEM)

FORENSIC
EVALUATION

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORDA

NEW QORLEANS

SAN JUAN

REGIONAL LAE

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW
HOURS PER OPERATION

1205

13256

TOTAL HOURS

1205

13255

CONVERSION FACTOR

1205

1205]

TOTAL OPERATIONAL FTER

1.00

11.00]

7 REMARKS

The hours planned above are estimates. Report Forensic activities under the appropriate PAC 04R838; PODS operalion
code 03, Petition Evalualion, Methods Development, or Forensic Evaluation (Forensic Eveluation added in FY 1999);
PODS operation code 41 or 43, domestic or import sample analysis, PAC 04R838 or OCI PAC 04R831.

Contact Division of Field Science (HFC-140), ORA, for additional reporting instructions.

FORM FDA 2621a {(05/03)

ORA WORKPLANNING SHEET {Continued)

PAGE NO.
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FY 2010 ORA WORKPLAN COctobar 1. 2000

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Outbreak and Emergency Response (PPS 04) Pesticides and Chemical Contaminanis - 04

1 PROGRAMIASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 DPERATIONAL FTE POSITIONS

04R839 [Cx_Jomra [C____Jcenmer 1.9

DISTRICT/ CHEM
SPECIALIZED £sQ Anatyst
LABORATORY Hours Mours
Totad Total

{1 {1

ZO—DNDJ

TOTAL FIELD 2774‘ 106837

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATL

CE | DETROIT

MINNEAPOLIS

NEW JERSEY
PHILADELPHIA

FORENSIC CHEM. CTR

REGIOMNAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER
KANSAS CITY

| _SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

| LOS ANGELES
PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION 1

TOTAL HOURS 2774 10837

CONVERSION FACTOR 50| 1180

TOTAL OPERATIONAL FTEs 2.82] 9.01

7 REMARKS

Time to be used for all oulbreak and emergency activities related 1o pesticides and chemical contaminants. District spread is for planning purposes only.
|Report inspections and analyses conducted in response to pesticides and chemical contaminants against the appropriate Foodbome Emergency PAC
(e.g. 04R853 Pet Food Emergency /Recall-Human Food Use, or another PAC to be created in response to a future emergency).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-12



FY 2010
1. PROGRAM CATEGORY 2 PPE PROJECT MAMENUMBER
Food and Cosmetics Muolecular Biology & Matural Toxins - 07
5 PROGRAM  [o OPERATIONAL FTE 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | 8. PAGE
No. AND ASSIGNMENTS CODE POMESTIC [ IMPORT | FOREIGN FTEs
TOTAL 13.8 5.3 19.1
1 { Mycotoxins in Domestic and Import Foods 07001 9.3 5.3 14.6) 07-(24)
2 Methods Vahdaton/Development Program 07R816 4.5 4.5 07-5
CENTER PROJECT MANAGER/TELEFIIONE ORA PLANNER/TELEFHONE
lGlenn Bass 301-436-2774 Stephen Burt 301-796-4398

FORM FDA 2622 {5/00} PAGE NO. 07-1




FY 2010 ORA WORKPLAN

Oclober 1, 2008

Page 1 0f 3

1. PROGRAM/ASSIGNMENT TITLE
Mycotoxin in Domestic and Import Foods

PAGE |

2 PPS PROJECT NAME/NUMBER
Molecular Biology & Natural Toxins - 07

3 PROGRAMIASSIGNMENT CODE(S)

07001 (DOMESTIC)

4 WORK ALLOCATICN PLANNED BY

(Totat14.6) 9.3

5. OPERATIONAL FTE POSITIONS

ZO0O—Gm=3

DISTRICT/
SPECIALIZED
LABORATORY

D3Cs
AFLA-
TOXIN

bscs
FUMON-

150N

Dacs

TOXIN

3 7

ALL
DOMESTIC
SAMPLE
AMALYSES

DSCe
PATULIN

7 7

DaAs

tSON

FUMON-

D3As
DON

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROMT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. GTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA,

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIOMAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - BW

PACIFIC REGIONAL LAB - NW

190

15|

1000

80 140]

486

180

HOURS PER OPERATION

4.0

4.0

q]

a0] 40 80

TOTAL HOURS

1860,

760

580

240} 560

CONVERSION FACTOR

950

850

850

B850 1180

TOTAL OPERATION FTEs

1.86

0.80

0.61

0.25 0.59) 508

7. REMARKS

Report all Domestic and Import Operations under PAC 07001.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-2




FY 2010 ORA WORKPLAN

Oclober 1, 2009

Page 2 of 3

1 PROGRAMASSIGNMENT TITLE
Mycatoxin in Domestic and Impori Foods

PAGE 2

2 PPS PROJECT MAME/NUMBER

Molecular Biology & Natural Toxins - 07

3 PROGRAM/ASSIGNMENT CODE(S)

07001 {DSA, ISCs)

4. WORK ALLOCATION PLANNED BY

% o

5 OPERATIONAL FTE POSITIONS

1.4

ZO0-0ma

DISTRICT/
SPECIALIZED
LABORATORY

7

DSAx
DCHRA
TOXIIN

DSAs
PATULIN

[]

ISCs
AFLA
TOXIN

1SCs
PEANUT
BUTTER

]

1SCs

ISON

FUMON-

4

15Cs
DON

1SCs
OCHRA
ToxXIN

19Ca
PATUIN

IsCy
BPECIAL
SURVEY

TQTAL FIELD

140]

204

(105)

140

20

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF
BALTIMORE
CHICAGO

CINCINNATI

DETROIT
MINNEAPOLIS
NEW.JERSEY

PHILADELPHLA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA
NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF
DALLAS
DENVER

KANSAS CITY

SOUTHWEST IMPORT DiSTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

2.0

20

20

2.0]

2.0

TOTAL HOURS

180,

280

CONVERSION FACTOR

950

950

950

850

TOTAL OPERATION FTES

0 60

018

o019

QSUI
0.08

020

0.04})

7 REMARKS

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-3



FY 2010 ORA WORKPLAN

Oclober 1, 2000 Page 3 of 3

1 PROGRAM/ASSIGNMENT TITLE

Mycotoxin in Domestic and Import Foods

2. PPS PROJECT NAME/NUMBER
PAGE 3

Molecular Biology & Natural Toxins - 07

3 PROGRAM/ASSIGNMENT CODE(S}
07001 (ISAs)

4 WORK ALLOCATION PLANNED BY

[x Jom [ Jooms

5. OPERATIONAL FTE POSITIONS
9

DISTRICT/
SPECIALIZED
LABORATORY

ZO—~-0mA

19As
OCHRA
TOXIN

IBAS
PATULIN

I16AS
FUMON-
ISON

ALL 15A
IMPORT
SAMPLE

ANALYSES

TOXIN

OTHER
OPERAT-
TIONS
[(HOURS)

18AR IMPORT
SPECIAL
BURVEY TO BE

ANALYZED

TOTAL FIELD

2 | 284 90 80

140 20

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGOD
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIQNAL LAR
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LA
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER QPERATION

NE

CE

SE

SwW

PA

70]

TQTAL HOURS

CONVERSION FACTCOR

1180

TOTAL OPERATION FTEs

3.54

7 REMARKS

FORM FDA 2621a {05/03}

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 07-4



FY 2010 ORA WORKPLAN

Octaber 1, 2009

i PROGRAM/ASSIGNMENT TITLE

Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER

Molecular Biology and Natural Toxins - 07

3 PROGRAM/ASSIGNMENT CODE(S)
07RE16

4. WORK ALLOCATION PLANNED BY

[x] ora

[_JcentEr

5. OPERATIONAL FTE POSITIONS
4.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO=0m2

METHODS
VALDEV
CHEM
{Hours)

APPLIED APPLIED
TECHNOLOGY | TECHNGLOGY|
CENTER CENTER
CHEM MICRO
{Hours) (Hours)

TOTAL FIELD

600

4130 600

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PAGIFIC REGIONAL LABORATCRY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

800

4130 600

CONVERSION FACTOR

1205

1180 1180

TOTAL OPERATIONAL FTEs

0.50

3 50 050

9. REMARKS

Workload Source: Determined by Divisicn of Field Science, ORO.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued})

PAGE NO. 07-5




PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

Food and Cosmetics

2. PP5 PROJECT NAME/NUMBER

Tood & Color Additive Petition Review & Policy Development -09

. 5. PROGRAM | 6. OPERATIONAL FIE 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT _ _| oPERATIONAL | 3. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC TMFORT _ | FOREIGN FTEs
TOTAL 14.5 0.1 14.6

1 Imporied Foods-Food & Color Additives |09006A.B 14.5 0.1 14.6] 092
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
|Glenn Bass  301-436-2774 Stephen F Burt 301-796-4398
FORM FDA 2622 (5/00) PAGE NO 09-1




FY 2010 ORA WORKPLANNING SHEET

Qclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Imported Foods - Food and Color Additives

2 PPS PROJECT NAME/NUMBER

Foad & Color Additive Petition Review & Policy Development - 09

3 PROGRAM/ASSIGNMENT CODE(S)
09006 A (Foods), 09006B (Colors)

4 WORK ALLOCATION PLANNED BY

14.6

5 OPERATIONAL FTE POSITIONS

ZO—~oma

5
DISTRICT!

SPECIALIZED

LABORATORY

4

15Cs
FOOD
ADDITIVES

ISAs
FOODD
ADDITIVES

2
IMPORT
INVESTI-
GATION

HOURS

ISCs
COLOR
ADDIMVES

ISAs
COLOR
ADDITIVES

IMPORT
FIELD
EXAMS

1

FOREIGN
INSPECTIONS

9

OTHER
OPERATIONS
{Hours}

TOTAL FIELD

30

30

522

865

2800{

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - 8W

PACIFIC REGIONAL LAB - Nw

HOURS PER QPERATION

1.4

130

1.4

10.0

0.50]

30.0

TOTAL HOURS

434

4030

522

1211

BES0

1400]

80

CONVERSION FACTOR

950

1180

850

950

1180

B50]

850

OPERATIONAL FTEs

(.48

3.42)

0.55]

127

7.33

1.47]

0.06

7 REMARKS
Note: Resources for Entry Review and Filer Evaluation are planned under the Import Foods - General Program (PAC 03819).

** |mport Investigation Hours are for label reviews of Food and Color Additives as required by Districts
to cover program priorities. When repeat violations against manufacturers and importers occur, consider broad-based enforcement

in lieu of continued sampling.

* Import Field Exams are to routinely include: verification that the imported products are the same as that which were declared
(Reconciliation Exams), an assessment of security concerns related to labeling and source country (including container integrity,
signs of intentional adulteration, etc.), and traditional safety concerns. These activities are lo be reported as a single Import Field
Exam under this compliance program and PAC. Only one exam should be reported per line entry.

Only in the event of a pre-determined "for cause” CT exam, or in the event CT suspicions arc raised while conducting routine work,
requiring follow-up, should an additional exam and time be reported under a CT PAC (03R845, 04R845, etc.).
See [OM Section 5.4.1.4.1 for additional information on Foed and Cosmetic Securities Activities.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued}

PAGE NO.

09-2




FY 2010 ORA WORKPLAN

PROJECT SUMMARY SHEET

FY2010

- =
1. PROGRAM CATEGORY

Food and Cosmetics

2. PPS PROJECT NAMEMUMBER

Technical Assistance: Food and Cosmetics - 18

FORM FDA 2622 (9/98)

5. PROGRAM 5, OPERATIONAL FTE TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONALJS,
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEx PAGE
TOTAL 82,9 82.9
1 |Retail Food Protection - State Program 18002 26.0 26.0 2-3
2 | (NCIMS)Milk Safety Program 18003 204 20.4 4-5
3 Molluscan Shellfish Evaluation 18004 14.7 14.7 6-7
4 JInterstate Travel Program - Conveyances 18029A-F 21.8 21.8 8-9
and Support Facilities
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn Bass Chief; 301-436-2774 Lorraine B Jelferson, 301-796-4393
18-1




FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2009
1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Retail Food Protection - State Program Technical Assistance: Food & Cosmetics - 18

3 PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION FLANNED BY 5. OPERATIONAL FTE POSITIONS
18002 —— cenTen 250 @

DISTRICT/ REN::IISI.:SED STANDARD- | RE-STANDARD- FDA TEAM LEADER NATIONAL REGIONAL TRAINING TECHNICAL
SPECIALIZED PROGRAM IZATION IZATION FOOD BOURNE sC TEAM SEMINARS WORKSHOPS ASSISTANCE
LABORATORY STANDARDS | ITP, CDC, IHS, | (TP, STATE ILLNESS NATIONAL WURK GROUP PRE-STANOARD-
BASELINE STATE & LOCAL} RISK FACTOR ZATION
SUPPORT L LOCAL) STUDY * TRAINING
(1) 12} 3 {4 (5) ) M ) 19)
TOTAL FIELD as00] 1776) 204s) 300 1200} 3380 1560 2600 6195]
HEADQUARTERS )
REGIONAL STAFF
NE | NEW ENGLAND
NEW YCRK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGD
CINCINNATI
cE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DIST
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PAGIFIC REGIONAL LAB - 5W
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION | | | | |
TOTAL HOURS B500) 177q| 2048 300 1200] 3380 1560 2800 s186]
CONVERSION FACTOR 1200 1200 1200 1200] 1200] 1200 1200 1200 1200}
OPERATIONAL FTEs 7.0 1.48] 1.71 0.25] 1.00]
REMARKS
Report Counter Terrotism work performed only under 18RB45.

ZOoO-gma

2.62| 1,30 2.17 5.18]

(1} Incindes time for ing, pr jons, workshops, conference calls, and any other direct contact with jurisdictions fo promote their enrollment in the program

siandards. Contact with jurisdictions te assisi them with pleting their sell ts, strategic plans, and verification sudits performed direcily by the FDA Food
Specinlists.

(2) Standardization of regulsiory relail food inspection/training officers in the interpretation and application of the FDA Food Code and methods of conducting risk- based
inspections, Continned support of the ITP Program FDA Food Specialists will be standardizing u few ITP Associsic Siandards,

{3) Re-standardization every three years for regulatory retail food inspection/training officers in the application of the FDA Food Code and methods in conducting ritk-based
inspections. Alse included is the re-standardization of FDA Food Specialists by their respective Regional Associate Standurd, The joint inspections required in

e i [ may be pleted in one fiseal year or spread ont over s three year period.
(4) Allocation of time to work with the 2008 Risk Factor Study Design Work Group for the FDA Foodborne [loeys Risk Factor Study and o collect duta, daia eniry, quality
asyursnce, and data snslysis,

(5) Time allocated for team leaders of the Nutional Retail Food Team Steering Committee for retsil food program planning, development, and coordination.

(6} Provides time for initiatives relaied to the Reinil Food Program development of sgency procedures, guidance d dards, snd initintive of Nationel Importance.
Includes mttendence and sctive participation in team conference calls and (ace-to-face meeting: /pl ']

(7) Includes rime for preparation work, coordination, and organization, us well as, the presentation delivered in conjunction with the | Regioonl Retail Food Seminars.

(8} lncludes training workshops oot limited to Food Code courses, pr dardization workshops, HACCF workshops, and other identified iraining topics. Alse, includes

time for (he Specialisty to prepare candidates for standardization, us well a3, the presentation and training sessions given ta stakeholder group via conference calls,
seminary, conlerences, web meetings, or other means.

9} Includes technicsl nasi eand ¢ Itation to enrolled sinte and local jurisdictions performing sell- and developing strategic plans using the Program
} P P z E

Standards as the foundation for enhancing the effecti of their reisil food programs. (CONTINUE ON PAGE 18-3, remnrks)

FORM FDA 2621 (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO 18-2




FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Retail Food Protection - State Program Technical Assistance: Food & Cosmetics - 18

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY . §. OPERATIONAL FTE POSITIONS

18002 [ Jom [x ] cenms (.0)

5,

DISTRICT/ CONFERENCE [ FOOD DEFENSEI
SPECIALIZED FOR FOOD OTHER
LABORATORY PROTECTION & CF3AN
ACTIVITIES DIRECTED
PROJECTS
(10) 1)

ZOo—-oma

TOTAL FIELD 2600 1040

HEADQUARTERS

| REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS L

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

| REGIONAL STAFF |
DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LA - SW

PACIFIC REQIONAL LAS - NW

HOURS PER OPERATION
TOTAL HOURS 2800 1040
CONVERSION FACTOR 1200 1200
OPERATIONAL FTES 2.17 0,87

7. REMARKS Canlinued
Alsp includes interpretations sud consulistions on the Food code and other food safety issues. Alsa includes planning and field activities related to
food safety and security events working in conjunction with other lederal agencles,
(10 Includes all commitiee work for the Conference for Food Protections and preliminary work on issues/position paper development
for 2008 CFF.
(11) Time allocated for the presentation and distribution of FDA materials related (o food def such as guidance document, ™ Retail
Food Stores and Food Service Establishments: Food Security Preventive Measures,” to siate and local regulatory sgencies and industry.
Includes counter-terrorism presentations ai seminars, meetings, conferences, eic. Also includes Specialist’ activities related te CFSAN

priority assignments in response to nativnsl food safety needs.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.

16-3




FY 2010 ORA WORKPLANNING SHEET

Ociober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

2. PPS PROJECT NAME/NUMBER
Technical Assistance: Food & Cosmetics - 18

[X]

18003

PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATICN PLANNED BY

[ Jom

CENTER

5. OPERATIONAL FTE FOSITIONS

20.4 (18.1)

ZO0-0Gomx

[:§
DISTRICT/
SPECIALIZED
LABORATORY

CHECK
RATING
PLANT'

CHECK
RATING
TRANSFER
AND
RECEWING®

CHECK
RATING
BTY*

SINGLE
SERVICE
AUDITS'

STATE MILK
SANITATION
RATING OFF.
INITIALICONT
CERTIFICA-
Tion*

TECHNICAL
ASSISTANCE
HOURS

STATE
PROGRAM
EVALUATIONS?

STATE MILK NATICNAL
SAMPLING STEERING
OFFICER TEAM
INTFIAL CONFERENGE
CONT' CALLS/TEAM*

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEWYORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS
NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN
REGIONAL LAB

sSw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTH
REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC AEGIONAL LAB - NWY

158

41

294

75

w

51

17|

33 26

HOURS PER OPERATION

24.0

12.0

200

8.0

40.0

100.0

120.0

24.0 60.0

TOTAL HOURS

3702

4082

5880

600

1480

5100

2040

792 1560

CONVERSION FACTOR

1200

1200

1200

1200

1200

1200

1200

1200 1200

OPERATIONAL FTEs

3.18

0.41

4.90

0.50

1.23

425

1.70

0.68 1,30

240

7. REMARKS

hours each identified).

1/ Check Ratings of Plants and RS/TS Every 3 Years, BTUs Every 4 Years and Audits Every 5 Years
2/ Activities Include the Initial (Including HACCP) and Continuous Certifications of State Rating Officers and Sempling Surveillance Officers.
3/ State Program Evaluations Conducted of 1/3 of the States (Including Puerto Rico) Every 3 Years.

4/ Activities Include the National Steering Team Meetings and conference calls and time for team leader activities (2 RMSs with an additional

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 18-4




FY 2010 ORA WORKPLANNING SHEET

Oclobar 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

2. PPS PROJECT NAME/NUMBER
Technical Assistance: Food & Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)

18003

4. WORK ALLOCATION PLANNED BY

[ Jom

cenren

§. OPERATIONAL FTE POSITIONS
(2.3)

ZOo—-oma

]
DISTRICT/
SPECIALIZED
LABORATORY

AMS
STANDARDK
ZATION®

FOOD

DEFENSE
COORDINATION *

TRAINING
GIVEN "

TOTAL FIELD

12

20 i

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND
NEW YORK

REGIONAL LAB
WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY

PHILADELPHIA

FORENSIC €HEM. CTR

SE

REGIONAL STAFF
ATLANTA

FLORIDA
NEW ORLEANS
SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE

PACIFIC. REGIONAL LAS - SW

PACIFIC. REGIONAL LAB - W
——

HOURS PER OPERATION

40.0

20.0 80.0,

TOTAL HOURS

480

400 1860

CONVERSION FACTOR

1200

1200 1200

OPERATIONAL FTEs

0 40

0.33 1.55

7 REMARKS Cantinued

5/ Activities include the Re-standardization (Group Field Exercise) of the RMS
6/ Includes time for presentation and distribution of the food defense preventive measures guidance document for dairy products to the state
regulatory agencies during check ratings routine field work and state program assessments. Presentations may be made at regional seminars or
local meeiings and included in training sessions for all segments of the regulatory and industry community. Coordination of food defense
activities and field activities related to food defense. Report time aguinst PAC 19R345.

7/ Aclivities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops and RMS Teaching Cadre.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2010 ORA WORKPLANNING SHEET Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Molluscan Shellfish Evaluation Program Technical Assistance: Food & Cosmetics - 18
3. PROGRAMWASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5, OPERATIONAL FTE POSITIONS
18004 [ Jora CENTER 147 (12.6)
e
R DISTRICT/ VIBRO
E SPECIALIZED GROWING CONTROL SPECIES TECHNICAL FOREIGN NATIONAL TRAINING PLANT STANDARD-
G LABORATORY AREA OF MANAGE- | ASSISTANCE | EVALUATION TEAM WORKSHOPS | EvALUATION | ZATION®
] EVALUATION | HARVEST MENT {HOURS} REPS RE-STANDARD-
0 (HOURS} LZATION
N (n {2} ) 4 {5) {6) (7} ) (©)
TOTAL FIELD 190} 22 1g00f  aoa0] 4 2| 14| 125 14|
HEADQUARTERS

REGIONAL STAFF

NE | NEWENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR
REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTH

REGIONAL LAB

REGIONAL STAFF
LOS ANGELES

PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIDNAL LAB - BW

PACIFIC REGICNAL LAB - NW

HOURS PER OPERATION 20.0] 90.0 | 200.0 1ao.q| 30.0 100 40.0
TOTAL HOURS 2800] 1980 1g00] 4040 800 360 420 1250 580
CONVERSION FACTOR 1200] 1200, 1200] 1200, 1200, 1200] 1200, 1200 1200
OPERATIONAL FTEs 3.17] 1,65 1.58] 1,37 0.67 0.30| 0.35 1.04 0.47

7 REMARKS

(1} Time Is allccated for planning, field svaivations, file revisws (Comprehansive Growing Area Sanitary Surveys, Triennlal Evaluationa and Annual
Updates) growing area data reviews and report writing to determins state program conformity lo the requirements of the National Shellfish
Sanitation Program (NSSP) Model Ordinance (MO). The overwheiming majority of shelifish related llinesses have been attributed o shellfiah

contamination due to conditions In the shellfish growing areas.

{2) Time ls allocated for planning, fisld evaluations, file reviews, growing area data reviews and report writing to determine state program conformity

MO. llinesses and outbreaka have been attributed to the lllegal harvest of shellfish from closed waters.
(3) Actlvities include lechnical asslstancs, education, and evaluation of state shellfish programs Vibrio vulnificus and vibrio parahaemolyticus and

managemant programs.
(4) Includes Interprutationa and consultstion on NSSP MO requirements related to program admintstration, risk management, laboratory, shellfish

areas, shell stock retaying, shelifish aquaculture, shelifish wet slorage and depurallon, patrol, shellfish harvest and transportation, HACCP, and
general sanitation in processing plants.

() Activitien Include planning, field svaluations, file reviews, and report writing for countries with MOUas with the FDA. Curmment MOU countries include
Canada, Chile, South Korea, Maxico, and New Zealand.

(6) Includaa time for shellfish program planning, developmant and coardination responsibliiiles nssigned to two speclalists selected as tsam
representatives of tha Reglonal Shellfish Speciallsts’ team.

(7} Includes training workshops coordinated and delivered by the speclalists, Including but not limitsd to baslc shelifish plant and program courses

applled concepts for shellfish growing arvas courses and HACCP workshops.

(8) Includes ime for planning, field evaluations of processing plants, file reviews, and final report writing to determine state conformity with the NSSP
MO. Plant full svaluation of HACCP, Including plan implsmentation and edhergnce to the sanitation requirements of the NSSP MO.

(9) Standardization conducted every § yaars for all FDA and state standardization afficers. (CONTINUED ON PAGE 18 -4, ramarks)

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-6




FY 2010 ORA WORKFPLANNING SHEET October 1. 2000
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Moulluscan Shellfish Evaluation Program Technical Assistance: Food & Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

18004 — center G

[}
DISTRICT! NATIONAL CENTER REGIONAL FOOD 188C

SPECIALIZED TEAM INIMA- SEMINARS DEFENSE COMMITTEE
LABORATORY WORKSHOP TIVESLAB COORDINATION|

(1ly] ) {12) 13} {14)

ZO-0m=3

TOTAL FIELD 1" 7 12 11 13

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO
CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT BISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 40.0 40.0 30.0 200 680.0

TOTAL HOURS 440 260 380 220 1170

CONVERSION FACTOR 1200 1200 1200 1200 1200

OPERATIONAL FTEs 0.37] 0.23 0.30 D.18 0,88

7. REMARKS Continued
Re-standardization tralning will be provided during evaluation and technical assistance work white working In shellfish processing plants with state

and FDA $S0s.,

L(10) Includes speclallst inltlatives related to shellfish program development of agency procedures, guldance documents, standards, and Initiatives

of natlonal Importance Includes discussions of FDA Issues for the ISSC agency program priorities, etc.

(11) Time sllocated for CFSAN priority asslgnments in response to natlonal shellfish safety. Time is alao allocated for the speclalists 1o assist the FDA
Laboratory Evaluation Officar {LEO) In the planning and evaluation activilles of state shelifish program laba.

{12) ncludes time for the Regional Shellfish Speclalists to attend reglonal shelifish conferences, Paclfic Rim Shellfish Conference, Gulf and South
Atlantic States Shelifish Confarence, Inlerstate Seafood Seminar and the Northeast Shellfish Sanitation Conference,

(13) Time allocated for presentation and digtribution of the Food Producers, Processors, and Transporter: Food Security Preventive Measures Guidance
to the state regulatory agencles and industries during fleld work and state program evalvations. Presentations may be made at reglonal seminars
or local meetings and presentations may also be included In tralning sesslons for all segments of the regulatory and Industry community.

(14) Time allocaled for the speclallsts Lo attend the blennlal Intarstate Shellfish Sanitation Conference (o address program related Issues and new ISSC
proposals. Represent FDA on I1SSC committees, task forces and work groups. Prior to the conference FDA receives Lhe submitted issue that will
serious burden upon FDA 1o conslder the lssues as submitted and to formulate agency-approved sclentific and pollcy posHlons that will be

communicaiad at the meeting.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-7



FY2010 ORA WORKPLAN

[ PROGRAM/ASSIGNMENT TITLE

Interstate Travel Program - Conveyances and Support Facilities

2 PPS PROJECT NAME/NUMBER
Technical Assistanee: Food and Cosmetics - 18

Oclober 1, 2009

3 PROGRAM/ASSIGNMENT CODE(S)

18029 A -F

4 WORK ALLCCATION PLANNED BY

5 DPERATIONAL FTE POSITIONS

[ x Jora CENTER

21.8 (21.5)

DISTRICT/
SPECIALIZED
LABORATCRY

zZo-0Qmx j
]

CONVEY
UNDER POINTS
CONSTRUGTION ISP
HOURS &)

TOTAL FIELD

4’1555

AJRLINE
CATERING CONVEYANCE WATERING
POINTE P POINTS MICROD MICRO
INSP INBP BURY
™ @ ©

(HOURB}

r% 360 J(ﬁm_‘

“(259) €L

HEADQLUARTERS

REGIONAL STAFF

NE | NEWENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

REGIONAL LAS

SOUTHWEST IMPORT DISTRICT

REGIONAL STAFF

LOS ANGELES

Pa | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER QPERATION

10.5

4.0

8.0}

TOTAL HOURS

15328

13580]

720

1440) 900

CONVERSION FACTOR

950

950]

950

1180 950

TOTAL OPERATIONAL FTEa

17.19

1.43]

0.76

1.22 .85

7. REMARKS:

(***) all other watering points

(%) Inspections in Columns A-D are included in Columa 1. The additional inspeclions can be used on other establishments under the program.
Time is allocated for Food Code promotion, coverage of Food Security issues and completion of Applicalion of Food Code, Attachment B.
DSCs should be randomly collected from on-board conveyances water systems outlets ex. faucets, as close to the water holding tank as possible,
{(*)Time for Conveyance under Consiruction- time to be vsed for plan review, meetings, and final inspections Tt includes galleys in DAL, LOS

and Aircrafi/Vessels in SAN & SEA,
(**)Catering Poinl Insp. (B} is High Risk Priority and some potential Food Allergen firms identified by the District.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO 18-8




FY2010 ORA WORKPLAN

Oclober 1, 200%

—————
1 PROGRAM/ASSIGNMENT TITLE

Interstate Travel Program - Conveyances and Support Facilities

i) —
2 PPS PROJECT NAME/NLIMBER
Technical Assistance; Food and Cosmelics - 18

3 PROGRAM/ASSIGNMENT CODE(S)

18029 A -F

4 WORK ALLOCATION PLANNED BY

L x Jom

[ x Jeewren

5. OPERATIONAL FTE POSITIONS
(0.3)

DISTRICT!
SPECIALIZED
LABORATORY

Z0~-~Gm>x

Dacy

CAUSE

o]

GCHEM

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEWENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGCO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEWV JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIGMAL STAFF

ATLANTA

SE |_FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAR

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIQNAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - 3W

PACIFIC REGIGHAL LAB - NWY

HOURS PER OPERATION

4.0

12.0

TOTAL HOURS

80

240

CONVERSION FACTOR

950

1180

TOTAL OPERATIOMAL FTE2

0.08

0.20

7 REMARKS:

(****)Includes water sample collected from conveyances under construction and major reconstruction o determine compliance with EPA's
National Drinking Water Standards (40 CFR 141 &142) regarding Maximum Contaminant Levels (NCLs) for heavy metals (Pb,Cu, etc.)

FORM FDA 2621a [05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NQ

18-9




FY 2010 ORA WORKPLAN

Qciober 1, 2009

PROJECT SUMMARY SHEET
FY 2010

1. PROGRAM CATEGORY

Food and Cosmetics

2. PPS PROJECT NAME-NUMBER

Food Composition, Standards, Labeling and Economics - 21

5. PROGRAM | 6. OPERATIONAL FTE TOTAL
3 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 3.
Ne. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 36.2 15.3 0.6 52.1
1 [Medical Feods - Domestic and Import 21002 2.5 0.7 0.1 3.7 2
2 |Domestic Food Labeling and Economics Program 21003 3.1 3.1 3
3 [Domestic and Import NLEA Nuirient Sample Analysis
and General Food Labeling Program 21005* 4.0 8.6 12.6 4-5
4 | Infant Formula- Domestic and Impori 21006 4.1 1.4 0.1 5.6 6-7
5 |Dietary Supplements - Domestic and Import 21008 17.2 4.6 0.4 22.2 8-9
6 [Selected Nutrients in Food Survey -Total Diet 21839 3.4 34 10
7 [Methods Validation/Development Program 21R816 1.5 1.5 11
*)3R833,99R833, 21R824, 21R829(Health Fraud) and
FPLA
CENTER PROJSECT MANAGER-TELEPHONE ORA PLANNER-TELEPIIONE
Glenn Bass,Chief; 301-436-2774 Lomaine B. Jefferson, 301-827-1631
21-1

FORM FDA 2622 (9-98)




FY 2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Medical Foods - Domestic and Import

2. PPS PROJECT NAMENUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)
21002

4, WORK ALLOCATION PLANMED BY

X om

CENTER

5. OPERATIONAL FTE POSITIONS
3.7

DISTRICT/
SPECIALIZED
LABORATORY

ZO-—-Gm®>o

INSPEC-
TIONS

DOMESTIC

SAMPLE
coLL

5 7

A MpPORT DSAs
JSAMPLE MICRO
CoLL

T 8 8

DSAs ISAs
CHEM CHEM

Foteign
Inspection

TOTAL FIELD

18

36| -”

20 E | 2

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMGORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELFHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIQONAL STAFF

LOS ANGELES

PA | SANFRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION

30.0

6.0 30.0]

100.0] 100.0 30.0

TOTAL HOURS

540

CONVERSION FACTOR

950

TOTAL DPERATIONAL FTEs

0.57

48 480
950 1180
0.05 0.41

2000 800 80
1180 1180 850
169 0.68 0.06

7. REMARKS

beginning of cach fiscal year.
ORA spreads import operations.

CFSAN spread inspections and DSCs. CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the

Time to investigate import entries for admissibility is planned under the Imports Foods General Program (7303.819)
*Includes samples resulting from impon entry review as well as samples collected during foreign inspections.
*#*May be uscd for microhiological analysis.

FORM FDA 2621a (D5/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 21-2



FY 2010 ORA WORKPLAN October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domeslic Food Labeling and Economics Program Food Composition, Standards, Labeling and Economics - 2]

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

21003 [Cx""Jora [CX] centErR 3.1

3 4 H 7 7 B [:]

DISTRICT/
SPECIALIZED INV
LABORATORY HOURS DSC DRA

ZO-mma |
-
~N

TOTAL FIELD 850 100 100
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATL
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE | NEWORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPCRT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY - SW |
PAGIFIC REGIONAL LABORATORY - NW_|
HOURS PER QPERATION 4.2 19.0/
TOTAL HOURS 950 420 1800
CONVERSION FACTOR 850 950 1180
TOTAL OPERATIONAL FTEs _1.00 0.44 161
7. REMARKS

To be issued as CFSAN Field Assignments

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Gonfinued) PAGENO.  21-3




FY 2010 ORA WORKPLAN

Oclobar 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

General Food Labeling Program

Domestic and Import NLEA, Nutrient Sample/ Analysis and

2. PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3 PROGRAM/ASSIGNMENT CODE(S)

21005, 03R833, 21R824
2| R¥2Y(Health Fraud)

4. WORK ALLOCATION PLANNED BY

X" ] om

[ center

5. OPERATIONAL FTE POSITIONS

12,6 (6.7)

DISTRICT!
SPECIALIZED
LABORATORY

-OmDn

z O

DSC

% ks
4 -

]
P
‘DSCs " ]

{Pﬂ\'flm

DSAs

|3
DOMESTIC
FIELD
EXAMS

ISCa
{PHYSICAL)
QASIS 151

{SEE REMARKS)

ik

ki
MPORT
NV
HOURS

(SEE REMARKS)
ik

(SEE REMARKS)

1SCs
(PAPER)
DASIS 841

ik

TOTAL FIELD

HEADQUARTERS

3401

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETRQIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA |SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION

4.2

100

100

19.0]

2000

0.4]

125l

125

522

785

1.2

10

1.2

TOTAL HOURS

1428],

1900]

800

150

522

942

CONVERSION FACTOR

950):-

1180]

950

950

950

950

TOTAL OPERATIONAL FTEs

]

1.61)

0.84

0.16

0.55

0.99

7. REMARKS

for details.

*DSCs (Physical) includes both compliance {for cause) sampling and surveillance sampling. The field should attempt to collect
sufficient survelllance sample as well as needed compliance samples to meet their workplan obligations. See cempliance programs

**Domesiic operations to be conducted during inspections conducted under CP 7303.803,7303.803A,7303.037, 7303.842 and 7303.847.
Districts should report time spent reviewing labels that does not result in a collection.
4 IMPORT INVY Hours are [or lield exams and any other Import operations as required by the district to cover import
|priorities. Districts shonld report time under the appropriate operation and PAC for the activities performed. For Import Field Exams, report time
spent reviewing import labels that does not result in Import Sample Collection.
***4]1SCs (Physlcal) Includes time 1o collect and forward samples (o the lab lor analysis to support violations.
4#+++]SCs (Paper) includes {ime spent collecting labels, records or other documentation for submission to Compllance and does not Include thme spent

reviewing the import labels. Time spent reviewing (he label wlll be included as QASIS #27 und reported nlong with compliance review time as OASIS #43.
Prior to cellecting product labels for trans fat and/or allergen contact CFSAN.

FORM FDA 26213 (D5/03)

ORAWORKPLANNING SHEET ({Continued)

PAGE NO.

21-4




FY 2010 ORA WORKPLAN

QOctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Domeslic and Import NLEA, Nutrient Sample/Analysis and

2 PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

General Food Labeling Program
3. PROGRAM/ASSIGNMENT CODE(S)

21003, 03R833, 21R824

21R¥2Y(Health Fraud)

4 WORI ALLOCATION PLANNED BY

[x Jom

[ center

5 OPERATIONAL FTE POSITIONS
(5.9

7

2 3

DISTRICT/
SPECIALIZED
LABORATORY

ZO—0Oma

MPORT

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

11200

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA |SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

0.5]

HOURS PER OPERATION
TOTAL HOURS

5600

9501

CONVERSION FACTOR

5.89]

TOTAL OPERATIONAL FTEs
7. REMARKS

FORM FDA 2021a (05/03)

All import field exams are (o roulinely include: verification that the imported product is the same as that which was declared (reconciliation exam),

an assessment of securily concerns relaled 1o labeling and source country (including countainer integrity, signs of inientional adulteratlon,

and safety concerns). These activilies are to be reported as u single import field exam under this compliance program sand PAC. Only one

exam should be reporied per line entry. Only in the event of pre-determined "for cause” CT exam, or in the event CT suspicions are raised conducting
rouline work requiring follow-up should an addltional exam and time be reporied under CT PAC (0JR845, 04RB4S, eic.) See IOM Secilon 5.4.1.4 for

additional information on Food and Cosmetic Security Activities.

ORAWORKPLANNING SHEET (Continued)

PAGE NO.

21-5




FY 2010 ORA WORKPLAN

Oclober 1, 2008

1 PR

OGRAM/ASSIGNMENT TITLE

Infant Formula - Domestic and Import

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3 PR

OGRAM/ASSIGNMENT CODE(S)
21006

4. WORK ALLOCATION PLANNED BY

ORA

[x ]

CENTER

5. OPERATIONAL FTE POSITIONS

5.6(5.5)

ZOo—-@mMA

DISTRICT/
SPECIALLZED
LABORATORY

INSPEG-
TIONS

INVESTI-
GATIONS
{Hours)

3

DOMESTIC
SAMPLE
COLL

G bk

-DOMESTIC

. SAMPLE
CoLL

LTI |

1 -oouEsTC

L
~..m

SANPLE "

ol L
ucRo 4

Hi
DOMESTIC
SAMPLES

TOBE
ANALYZED
CHEM

DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO

4

IMPORT
SAMPLES
coL

IMPORT
SAMPLES
TOBE
ANALYZED
CHEM

TOTAL FIELD

23

200

aol

__20)

W

20

10

15§

15§

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIOHAL STAFF

EALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW DRLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIOMNAL STAFF

LOS ANGELES

SAN FRANCISCQ

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

100.0

120.0]

5.0

100.0

TOTAL HOURS

CONVERSION FACTOR

2000,

1200

1500

1180

1180

950

TOTAL OPERATIONAL FTEs

1.69

1.02

0.08

1180;
127

7. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLA

Continued)

CFSAN spreads inspections and DSCs, CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating
districts at the beginining of each fiscal year.
ORA spreads import operations
* Includes samples resulting from import entry review as well as samples collected during foreign inspections.
Time to investigate import entries for admissibility is planned under the Import Foods General Program (7303.81%)
** May also be used for microbiological analysis.

PAGE NO.

21-6



FY 2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Infant Formula - Domestic and Imporl

2. APS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3 PROGRAM/ASSIGNMENT CODE(S)

21006

4. WORK ALLOCATION PLANNED BY

X1 ora

[x ") center

5. OPERATIONAL FTE POSITIONS
(0.1)

ZO-oma

DISTRICT/
SPECIALIZED
LABORATORY

1 2 3 3

Forslgn
Inapactions

]

7 4 []

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIOMAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETRQIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW QRLEANS

BAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SANFRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-5W

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY-NW

_420

JOTAL HOURS

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES
7. REMARKS

0.08

FORM FDA 2621a {05/03)

ORA WORKFPLANNING SHEET (Confinued)

PAGE NO.

21-7



FY 2010 ORA WORKPLAN Oclober 1, 2008
1 PROGRAMIASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER

Dietary Supplements - Domeslic and Import Food Composition, Standards, Labeling and Economices - 21

1 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

21008 [ "Jora [xX] center 22.2(17.9)

DISTRICT/
SPECIALIZED INSPEC- DOMESTI] DOMESTIC DOMEBTIC HQ INIT. HQ MIT, INV e s
LABORATORY TION3 FIELD BAMPLE BSAMPFLE DOMESTIC DOMESTIC HOURS PAPER PHYBICAL
EXAMA COLLECTION ANALYZED BAMPLE BAMPLE OAMS #41

. toiL, ANAL, - =

ZC—-mm3

TOTAL FIELD 250 400 200 100 50 50 2000 360 70

HEADQUARTERS -

REGIONAL STAFF

NEW ENGLAND
NE | NEWYORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINGINNATI

CE | DETROM
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM CTR

REGIONAL S5TAFF
ATLANTA
FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS
SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF

LOS ANGELES
PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS FER OPERATION 40.0] 0.5 42] 250 4.21 25.0 1.6 1.6

TOTAL HOURS 10000 200 840 2500 210 1250 2000 576 1 1'2

CONVERSION FACTOR 950 950/ 950 1180 950 1180 950 950 950

TOTAL OPERATIONAL FTEx 10.53 0.21 0.88 2.12 0,22 1. 2.1 0.61 0.12
7 HEMARKS

Field Exams and sample collections may be conducted at packers/repackers, distributors, or warchouses if the levels planned cannot be
performed during the inspections.
Investigational hours are planned primarily for CFSAN directed assignments.
Import resources planned in page 2. )
*Half of the planned samples are physical and other half are documentary samples
*+Physical samples collecied and forwarded to the laboratory for analyses to support violations. .
#**Time spent coflecting labels, records, or other documentation for submission to Compliance. Does not include time spent reviewing the
import labels. Field Exams Time spent reviewing the label will be included as OASIS # 27 and reported along with compliance review time
a3 OASIS #d3,

FORM FDA 2621a [0S/03)] ORA WORKFLANNING SHEET (Confinued) PAGE NO. 218



FY 2010 ORA WORKPLAN October 1, 2009

2 PPS PROJECT NAME/NUMBER

1 PROGRAMIASSIGNMENT TITLE
Food Compeosition, Standards, Labeling and Economics - 21

Dietary Supplements - Domestic and Import

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

21008 [ ora [ center 4.3)

3 1

DISTRICT/
SPECIALIZED IMPORT 1A IMPORT FOREMN
LABORATORY NV PHYBICAL | FEELD INSPECTION
HOURS CHEM EXAMS

ZO—-@m>D

TOTAL FIELD 865 70 2800 10

HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB
WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

GINCINNATI
CE | DETROIT

MINNEAPDILIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR
REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW QRLEANS
SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER
KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW -
HOURS PER OPERATICN 25.0 0.5] 40.0

TOTAL HOURS 865 1750 1400 400
CONVERSION FACTOR 950] 1180 95( 950
4

TOTAL OPERATIONAL FTER 0.91] 1.48 1.47 0.42

7 REMARKS

* [IMPORT INY Hours are for any other import operations as required by the District to cover import priorities.
Districts should repart time under the appropriate operation and PAC for the activities performed. Ficld Exams are time spent reviewing
labels that do not result in a sample collection,

*+All import field exams are to routinely include verification that the imported product is the same as that which was declared (reconciliation
exams); and assessment of security concerns related to labeling and source country (including container integrity, signs of intentional
adulteration, etc) and traditional safety concerns. These activities are reported as a single import field exam under this compliance program

and PAC. Only one exam should be reported per line entry. Only in the event of a pre-determined "flor cause” CT exam, or in the event
suspicious are raised conducting routine work requiring follow-up, should be an additional exam and time be reporied under the CT PAC
(03R845, 04RB45, etc.) See IOM for additional information on Food and Cosmetic Defense activities.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 219



FY 2010 ORA WORKPLAN

October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
Selected Nutrient in Foods Survey - Total Diel

2. PPS PROJECT NAMEMNUMBER
Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

21839

4. WORK ALLOCATION PLANNED BY

[ om

(%] cenTER

5, QPERATIONAL FTE POSITIONS

34

ZO—-oma

DISTRICT/
SPECIALLZED
LABORATORY

INSPEC-
TIONS

INVESTI-
GATIONS
{Hours}

3 4

DOMEBTIC IMPORT
SANPLE SAMPLE
coLl, COLL

[

FIELD
EXAMS/
TESTS

WHARF
EXAMS

DOMEATIC
AAMPLES
TOBE
ANALYZED
CHEM~

7
DOMESTIC
BAMPLEB
TG BE
ANALYZED
MICRO™

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

1040

HOURS PER OPERATION

3.8

TOTAL HOURS

3952

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTES

3.35

7. REMARKS
* Represents total number of TDS foods for all four market baskets to be analyzed for selected nutrients by KAN-DO labs.

FORM FDA 2621a (06/03}

o

ontinue

PAGE NO.

21-10




FY 2010 ORA WORKFLAN

Oclober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE

Methods Validation/Development Program

2 PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3 PROGRAM/ASSIGNMENT CODE(S)
21RE16

4 WORK ALLOCATION

] o

PLANNED BY

[ ] cenTER : 1.5

5 OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABCORATORY

ZOoO-0Omx

METHODS
VAL/DEV
CHEM
{Hours)

APPLIED
TECHNOLOGY
CENTER
CHEM
{Hours)

TOTAL FIELD

600 1180

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OFPERATION

TOTAL HOURS

500 1180

CONVERSION FACTOR

1208 1180

TOTAL OPERATIONAL FTES

0.50 1.00

9. REMARKS

Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2010
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics Colors and Cosmetics Technology - 29
5. PROGRAM |6.  OPERATIONALFTE 1. TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | 8. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT _| FOREIGN FTEs
TOTAL 3.0 4.5 0.1 7.6
1 Cosmetics: Domestic and Imports 29001; 29R833 3.0 4.5 0.1 7.6] 292
29RE24; 99R833
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
|Gleon Bass  301-436-2774 Stephen F. Buni 301-796-4398

FORM FDA 2622 (5/00) PAGE NO 281




FY 2010 ORA WORKPLANNING SHEET

Qciober 1, 2008

1 PROGRAM/ASSIGNMENT TITLE

Cosmetics: Domestic and Imports

2. PP5 PROJECT NAME/NUMBER

Colors and Cosmetics Technology - 29

3. PROGRAM/ASSIGNMENT CODE(S)

29001, 29R833, 29R 824, 99R833

4, WORK ALLOCATION PLANNED BY

[ ora

5. OPERATIONAL FTE POSITIONS
7.6

ZO-om=>

DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC
INSPECT-
IONS

2

DOMESTIC
INVESTH
GATIONS
[HOURS)

3

DOMESTIC
SAMPLE
coLL

7

DOMESTIC
SAMPLE
ANALYSIS
(MICRO)

IMPORT

INVESTI-
GATIONS
(HOURS)

FOREIGN
INSP

4 8
IMPORT
SAMPLE IMPORT

SAMPLE
ANALYSIS

{CHEM)

B50% CHEM,
50% MICRO

IMPORT
SAMPLE
ANALYSIS
{MICRO}

TOTAL FIELD

il |

1000

230 115

115

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIQONAL LAB - NW

HOURS PER OPERATION

17.0

4.4

1B.0I

17.0

1.5 1B.0

16.0

TOTAL HOURS

1700

264

1080

1000

B5

345 1840

CONVERSION FACTOR

950

850

1180

850

850

950 1180

1160

OPERATIONAL FTEs
—

1.79

0.28

0.92)

1.05

0.09

0.35

1.56

1.58

7. REMARKS

* Import Investigation Hours: resources are for Import Field Exams, Import Filer Evaluations and Follow-up to refusals.

ONLY in the event of a Pre-Determined "for cause” CT exam, or in lhe event that CT suspicions are raised while conducling routine
work requiring follow-up should an additional exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1 for additional information on Food and Cosmetic Security Activities.

Al Import Field Exams are to routinely include: verification that the imported product is the same as that which was declared (Reconcil-
iation Exam); an assessmenl of security concerns related to labeling and source country (including container integrity, signs of intentional
adulteration, etc.); and traditional safety or label concerns. These activities are to be reported as single import field exam or label review
under this compliance program and PAC. ONLY one exam should be reported per line entry.

Note: [Fthe Center initiates any assignments to follow up on drug claims on cosmetics, the field resources will be taken [rom this program.

FORM FDA 2621a {(05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2010
OPERATIONAL FTES TOTAL

OPERATIONAL

leps FTEs

NO. PROJECT TITLE DOMESTIC | IMPORT | FOREIGN

TOTAL 110.8 3.5 6.7 121.0
41 | HUMAN CELLULAR, TISSUE AND GENE THERAPIES 28.5 1.4 29.9
42 | BLOOD AND BLOOD PRODUCTS 71.8 3.5 26 779
45 | VACCINES AND ALLERGENIC PRODUCTS 10.5 2.7 13.2




PROJECT SUMMARY SHEET
FY 2010
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/INUMBER
[Biologics Human Cellular, Tissue and Gene Therapeutics - 41
5. PROGRAM [ 6. OPERATIONAL FTE 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL B. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREICN FIEs
TOTAL 28.5 1.4 29.9
1 Inspection of Human Cells, Tissues, and 41002B.C,D 41-2
Cellular & Tissue-Based Products (HCT/Ps)
Field Domestic 24.1 24.1
Field Foreign 1.1 1.1
National Expert Foreign 0.3 0.3
2 Bioresearch Monitoring Programs _* 4.4 4.4 41-3)
Good Laboratory Practices 41808 * *
{Nonclinical Labs)
Instiutional Review Board 41808 N *
Sponsors, Contract Research Organizations, 41810 ] *
and Monitors
Clinical Investigators * 41811 4.4 (4.4)
* Al resources planned under PAC 41811.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER' TELEPHONE
Janet Ishimoto, 301 827-6220 Harriet R, Gerber, 301 7964396
FORM FDA 2622 (5/00) PAGE NO. 41-1




FY 2010 ORA WORKPLAN Oclober 1, 2009
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Human Cells, Tissues, and Cellular & Tissve-Based Human Cellular, Tissue and Gene Therapies - 41

Products (HCT/Ps)
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. DPERATIONAL FTE POSITIONS

41002B,C,D * [[x Jora [__centER 25.5

1 2 1 4 5 3 7 [ ]
DISTRICT/ DOMESTIC DOMESTIC MPORT
SPECIALIZED INSPEC- CBER FOREIGN IMPORT FIELD MPORT SAMPLES SAMPLES OTHER
LABORATORY TIONS PRIORITY INSPEC- SAMPLE EXAMS! FIELD TOBE TOBE OPERATIONS
ESTAB TIONS COLL TESTS EXANS ANALYZED | ANALYZED [Houra)

ZQg—-oom3x

TOTAL FIELD s543] {118 13|
HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB
WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | _FLORIDA

NEW ORLEANS ,

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 42.2] 100.0]

TOTAL HOURS 22915] 1300]

CONVERSION FACTOR g50] 250

TOTAL OPERATIONAL FTES 24.12] 1.37

+9. REMARKS

* Refer to CBER's memo for inspectional priorities.

C.P. 7341.002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)
(covers HCT/Ps recovered on or afier 5/25/2005)
C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)

PAC 41002B for Product Codes: 57K Reproductive Tissue
PAC 41002C for Product Codes: 57M Hematopoietic Stem Cells
PAC 41002D for Product Codes: 57] Musculoskeletal Tissue; 57 L Ocular Tissue;
57 O Other Tissue (human skin, pericardium, dura mater, heart valves)
Starting in FY2010 ALL AIDS time will be reported under the appropriate Compliance Program and PAC,
There will be NO separate reporting of AIDS time.

Personnel Types Required: Investigator

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  41-2




FY 2010 ORA WORKPLANNING SHEET

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

(PDUFA Domestic & Foreign)

GLPs, IRBs, Sponsor/MenitorfCROs, Clinical Investigators

2. PPS PROJECT NAME/NUMBER

Human Cellular, Tissue & Gene Therapies - 41

3. PROGRAM/ASSIGNMENT CODE(S)

41308-GLP, 41809-IRB, 41810-Spon/
Mon/CROs. 41811 Clinical Investigator™

4. WORK ALLOCATION PLANNED BY

ORA [__ICENTER

5. OPERATIONAL FTE POSITIONS

4.4

[
DISTRICT/
SPECIALIZED
LABORATORY

ZOoO-mOmx

1

INSPEC-
TIONS

2

DOMESTIC
INVESTI
GATIONS
[Hours)

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
coLL

FIELD
EXANS/
TESTS

3

IMFORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

IMPORT
SAMPLES
TOBE
ANALYZED

[

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

52

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPQOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA { SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
—

HOURS PER QPERATION

80.4

TOTAL HOURS

4181

CONVERSION FACTOR

950,

TOTAL OPERATIONAL FTES

4.40

9. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 41808, 41809, 41810, and 41811 are planned under PAC 41811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishmenl! hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (08/08)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

41-3




PROJECT SUMMARY SHEET
FY 2010
1. PROGRAM CATEGORY m
Biologics Blood and Blood Products - 42
5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL
kX 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 8. PAGE
No. AND ASSIGNMENTS CODE DOMESTIC | iMpoRT | FOREIGN FTEs
TOTAL 71.8] 3.5 2.6 77.9
1 Inspection of Licensed & Unlicensed Blood Bonks 42001F, G; 474 0.4 47.8 42-2
(National Experts) 42R825 2.6 0.1 2.7
Inspection of Donor Cenlers
Inspection of Reference Laboratories
Inspection of Blood/Plasma Brokers
Inspection of Blood Product Contractors
Technical Assistance and Coordination * 3.0 3.0
2 Inspection of Source Plasma Establishments 42002F,G,A 10.9 10.9 42-3)
3 Imporied CBER-Regulated Products 42007, 42R833, 3.5 1.5 42-4'
42R824,99R833
4 Inspection of Licensed Viral Marker Tesl Kils 42008,A 1.6 0.4 2.0 42-5)
{Core Team Biologics)
Field Investigations 0.5 0.5
5 Bioresearch Monitoring Programs ** 4.0 4.0 42-6
Institutional Review Board 42809 v
Sponsors, Contract Research Organizations, 42810 *
and Monilors
Clinical Investigators ** 42811 {3.7)
‘(Nalional Experts) 42808, 42811 (0.3)
45808, 45811
6 Inspection of Medical Device Manulacturers 42845A,B,C 0.5 0.5 42-7
7 Inspection of Flasma Derivatives of
Human Origin {Core Team Biologics) 42848A F G 1.3 1.7 3.0 42-8
*  For BLT-DO 1o Assist & Coordinate ARC Information
** All Domestic & Foreign Resources Planned Under
Domestic PAC 42811
Foreign Resources 1o cover PPS 41, 42, 45
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Janet Ishimoto, 301 §27-6220 Harriel R. Gerber, 301 796-4396
FORM FDA 2622 (5/00) PAGE NO. 42-1



FY 2010 ORA WORKPLAN QOctober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEANUMBER
Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42

{Domestic & Foreign)

3, PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

42001F,G.A (1) ORA [ ]centER 53.5

1 1 2 1 1 1 ] 8 ]
DISTRICT/ DOMESTIC YECH ASST &
SPECIALIZED DOMESTIC INVEST)E FOREIGN PRE-LICENSE PRE-LICENSE COORDHN- IMPORT OTHER
LABORATORY BLOOD BANK GATIONS BLOGD BANK | INSPECTIONS | INSPECTIONS ATION SAMPLES OPERATIONS
INSPEC- (Hours) INSPEC- DOMESTIC FOREIGN {Hours) TO BE [{Hours}
TIONS TIONS DP CODE 82 ANALYZED
(2] [&)] {4) (5)

ZOoO=-0Om=x

TOTAL FIELD 1100| 2469} 10 2850

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

REGICNAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS ]

NEW JERSEY —
PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF

DALLAS

sw | DENVER

KANSAS CITY |

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB o

REGIONAL STAFF

| _LOS ANGELES

PA | SAN FRANCISCO

SEATTLE
PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - Nw

HOURS PER OPERATION 1.9 | 43.4

TOTAL HOURS 45100 2469] 434 2850

CONVERSION FACTOR 950 950] 950 950

TOTAL OPERATIONAL FTEs 47.47] 2.60] 0.48 3,00

7 REMARKS

(1) All listed resources are planned under PAC 42001F. Resources cover all facilities listed in compliance program.
Blood Bank PAC's: 42001F, Level | Inspection, 42001G, Level 2 Inspection.
Pre-License Inspections for PPS 41, 42, 45 and Field Investigation Hours are not planned separatcly; use above resources as needed,
at district discretion.
(2) Domestic Blood Bank Inspections: Module Includes Time for AIDS. Starting in FY'10 ALL AIDS time will be reported under the
appropriate Compliance Program and PAC. There will be NO separate reporting of AIDS time.
(3) Domestic Investigative Time is for National Expert Domestic Investigations and Follow-Up Inspections and may be used
as needed for other CBER programs.
{4) Foreign Blood Bank Inspections spread by DFI.
{5) Technical Assistance & Coordination (Hours) are for BLT-DO; report time under Operation Code 92.

Refer to CBER's memo for inspectional priorites.

Personnel Types Required: Investigator, National Experts

FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-2



FY2010 ORA WORKPLANNING SHEET October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Source Plasma Establishments Blood and Blood Products - 42

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

42002F,G.A * ORA [ ]ceNTER 109

6. 1 2 3 ] 5 3 7 8 9

DISTRICT/ DOMESTIC IMPORT
SPECIALIZED INSPEC- INVESTI- | DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER

LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE OPERATIONS
{Hours) coLL coLL, TESTS EXAMS ANALYZED | ANALYZED (Hours)

ZO0—-—Omzm

TOTAL FIELD 224 510

HEADQUARTERS

REGIONAL STAFF

NE | MEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION s3] ]

TOTAL HOURS 9811 s10]

CONVERSION FACTOR 950 950]

TOTAL OPERATION FTEs 10,33 0.54]

7. REMARKS

* The above resources are planned under PAC 42002F, use resources as needed to accomplish this compliance program.
Resources may be used for Domestic/Foreign/Follow-up Inspections/Investigations, DSCs as needed.

Repeort operations under appropriate PAC and Operation Code.

Refer to CBER's memo for inspectional priorities.

Starting in FY2010 ALL AIDS time will be reported under the appropriate Compliance Program and PAC.
There will be NO separate reporting of AIDS time.

Personnel Types Required: Investigator, Team Biologics

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-3




FY 2010 ORA WORKPLAN

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Imported CBER-Regulated Products

2, PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42007, 42R833, 42R824, 99R833

41R824, 45R824

4. WORK ALLOCATION PLANNED BY

X o

[_]center

3.5

5. OPERATIONAL FTE POSITIONS

ZO—-oomaD

DISTRICT/!
SPECIALIZED
LABORATORY

1

iNSPEC-
TIONS

2

IMPORT
INVESTIH
GATION
HOURS

E]

DOMESTIC
INVESTH
GATIONS
{HOURS)

4

MPORT
INVESTI-
GATIONS
{HOURS)

5

FIELD
EXAMS!
TESTS

IMPGRT
FIELD

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

[]
IMPORT
SANPLES
TOBE
ANALYZED

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

3325

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELFHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAE - NW

PACIFIC REGIONAL LAB - SW

HOURS PER OPERATION

TOTAL HOURS

3325

CONVERSION FACTOR

950

TOTAL OPERATION FTES

3.50

8. REMARKS

Personnel Types Required: Investigator

FORM FDA 2621a {05/03)

* ALL Resources are planned under PAC 42007, as Import Investigation Hours.

Report Accomplishments under Appropriate PAC and Operation.
Planned Resources are to Cover ALL Import Operalions: 42R833 Entry Review; 41R824, 42R824, 45R824 Follow-Up

to Refusals; 99R833 Filer Evaluation, Import Investigation Hours Op 14, and any inspections needed for PAC 42007.

Note: C.P. 7342.007 "Imported CBER-Reguiated Products,” and Addendum "Imported Human Cells, Tissves,
and Cellular and Tissue-Based Products (HCT/Ps)" provides product specific guidance.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

42-4




FY 2010 ORA WORKPLAN October 1, 2009
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Licensed Viral Marker Test Kits Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
42008, A Domestic & Foreign * ORA [ ]center 25

G. 1 1 3 4 5 [] 7 a [

DISTRICT/ Posti-Licensed | Post-Licemsed DOMESTIC IMPORT
SPECIALIZED DOMESTIC FOREIGN DOMESTIC IMPORT FIELD IMPORT SAMPLES | SAMPLES OTHER

LABORATORY INSPEC- INSPEC- INV SAMPLE EXAMS/ FIELD 70 BE TOBE [ OPERATIONS
TIONS TIONS {Hours) coLL TESTS EXAMS ANALYZED || ANALYZED (Hours}

Zo—-om>

TOTAL FIELD 10 2 475
HEADQUARTERS

REGIQNAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw [ DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICTY
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB -NW
HOURS PER OPERATION 150.0] 200.0f

TOTAL HOURS 1500] 400 475,

CONVERSION FACTOR 950' 950 950

TOTAL OPERATIONAL FTEs 1.58] 0.42] 050
7. REMARKS

* 42008 GMP Inspections,

42008A Pre-License Inspections
All inspections will be performed by Core Team Biologics. Field time is for district support to Team Biologics.

No separate resources are planned for 42008 A, use above resources as needed.
Report accomplishments under appropriate operation code and PAC.

Field Investigation Hours may be used for any Core Team Program.

Personnel Types Required: Investigator, Core Team Biologics

FORM FDA 2621a {05/00) ORA WORKPLANNING SHEET (Continued) PAGENO. 42-5



FY 2_01!] DRA WORKPLAN

Oclober 1, 2009

1. PROGRAMASSIGNMENT TITLE

Clinical Investigators

IRBs, Sponsor/Monitor/Contract Research Organizations,

(PDUFA Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3 PROGRAM/ASSIGNMENT CODE(S)

42809-IRB, 42810-Spon/Monitor/CROs,
42811 Clinical Investigator *

4. WORK ALLOCATION PLANNED BY

X7 oma

[_] center

5. OPERATIONAL FTE POSITIONS
4.0

DISTRICT/
SPECIALIZED
LABORATORY

Zo—-Gm@m

1 2 E]

DOMESTIC
SAMPLE
COLL

INSPEC- DOMESTIC
TIONS INVESTH
* GATIINS
{Hours)

IMPORT
SAMPLE
coLL

FIELD

TESTS

[

IMPORT
FIELD
EXAMS

B
IMPORT
SAMPLES
TOBE
ANALYZED

DOMESTIC

TO BE

9

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF
NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES
PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - N/

HOURS PER OPERATION

79.2

TOTAL HOURS

3802

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

4.00

9. REMARKS

Personnel Types Required: Investigator

FORM FDA 2621a (05/03)

* Resources for PACs 42809, 42810, and 42811 are planned under PAC 42811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

ORA WORKPLANNING SHEET (Continued})

PAGE NO.

42-6




FY 2010 WORKPLAN

Oclober 1, 2008

1. PROGRAMASSIGNMENT TITLE
Inspection of Medical Device Manufacturers (Biologics)

2. PPS PROJECT NAME/NUMBER
Blocd and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42845A,B,C *

4. WORK ALLOCATION PLANNED BY

[X] ora

[ Jcenter

5 OPERATIONAL FTE POSITIONS

0.5

ZQo-—-amzx

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

INVESTI
GATIONS
(Hours}

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
coLL

E

FIELD
EXAMS/
TESTS

IMPORT
FIEELD
EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
(Hours}

TOTAL FIELD

11

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND
NEW YORK

REGIONAL LAB
WEAC

CE

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
| MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

sw

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW

HOURS PER CPERATION

PACIFIC REGIONAL LAB - NW
—

43.2]

TOTAL HOURS

475

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs
SR L,
7 REMARKS

0.50]

42845A Level 1 Inspections;
42845B Level 2 Inspections;
42845C Level 3 Inspections

Personnel Types Required: Investigator

* PACs changed from 42830C,L 10 42845A,B,C in FYO03

No Investigation Hours or Foreign Inspections are planned, use above resources as needed.

Note: Inspections of Manufacturers of Blood Bank Software should be reported under this program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

42-7



FY 2010 ORA WORKPLAN

Octlober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Plasma Derivatives of Human Origin

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42848A.F, G; 41848A.F. G
Domestic & Foreign *

4. WORK ALLOCATION PLANNED BY

] ora

[ ]center

5. OPERATIONAL FTE POSITIONS
3.0

b
DISTRICT/
SPECIALIZED
LABORATORY

ZO=-G0mM3D

]

DOMESTIC
LICENSEC
INSPECT-
IONS

1 3 2
FOREIGN
LICENSED
INSPECT-
IDNS

DOMESTIC
INVEST

GATIONS
{Hours)

DOMESTIC
SAMPLE
coLL

5 [

IMPORT
FIELD
EXAMS

FIELD
EXAMS!
TESTS

T E
DPOMESTIC IMPORT
SAMPLES SAMPLES
TOBE TOBE
ANALYZED ANALYZED

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC
REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB
REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - 5W

PACIFIC REGIONAL LAB - Nw

NE

CE

SE

5w

PA

HOURS PER OPERATION

250.0) 200.0,

TOTAL HOURS

1250 1600}

CONVERSION FACTOR

850 g50]

OPERATIONAL FTEs

1.32'

1.68]

7. REMARKS

Report Foreign Inspections under Operation Code 11.
Personnel Types Required: Core Team Biologics, Investigator

* Core Team Compliance Program new in FY035 - Inspection of Biological Drug Products (CBER),
{Previously covered by PAC 42006):
All Inspections will be performed by Core Team Biologics.
42848A Pre-Licensed Inspection - Plasma Derivatives,
42848G Level 2 CGMP Inspection - Plasma Derivatives; 41848A Pre-Licensed Inspection-Therapeutic Drugs,
41848F Level | CGMP Inspection - Therapeutic Drugs,

42B848F Level 1 CGMP Inspection - Plasma Derivative,
41848G Level 2 CGMP Inspection - Therapeutic Drugs

No separate resources are planned for Pre-License Inspections, or Therapeutic Drugs, use above resources as needed.
All resources are planned under PAC 42848F.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NOC.

42-8




PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/INUMBER

Biologics Vaccines and Allergenic Products - 45
5. PROGRAM | 6. OPERATIONAL FTE 7. TOTAL [8 pacE
1 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL 10.5 2.7 13.2
| Bioresearch Monitoring Programs * 7.0 7.0 45-2
Institutional Review Board 45809 5
Sponsors, Contract Research Orpanizations, and Monitors N
Clinical Investigators * 45811 (7.00
2 Licensed Allergenic Products 4584BA .F.G 0.6 0.1 0.7 45-3
{ Core Team Biologics)
3 Licensed Vaccine Products 458488.C.D.H 2.4 2.6 5.0 45-4
{ Core Team Biologics)
Field Time 0.5 0.5
* All resources planned under PAC 45811
CENTER PROJECT MANAGERTELEPHONE ORA PLANNER/TELEPHONE
Janet Ishimoto, 301 827-6220 Harriet R. Gerber, 301 796-4396
FORM FDA 2622 (5/00) PAGE NO. 45-1



FY 2010 ORA WORKPLAN

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

(PDUFA)

IRBs, Sponsor/Monitor/CROs, Clinical Investigators

2. PPS PROJECT NAME/MUMBER
Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S)

45811 Clinical Investigators

45809 1RBs. 45810 Spon/Mon/CROs,

4. WORK ALLOCATION PLANNED BY

(] ore

[ center

7.0

5. OPERATIONAL FTE POSITIONS

[:3
DISTRICT/
SPECIALIZED
LABORATORY

SPECIALIZED

ZO-—-0OmD

1

INSPEC-
TIONS

2

INVESTI
GATIONS
(HOURS)

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
COoLL

FEELD
EXAMS/
TESTS

IMPORT
FIELD

DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
{Houm)

TOTAL FIELD

Lk |

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT OPERATION
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

NE

CE

SE

Sw

PA

80.1

TOTAL HOURS

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

7.00

7. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

45-2




FY 2010 WORKPLAN

Qetober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Allergenic Produ
{Post-Market & Pre-License)

2. PPS PROJECT NAME/NUMBER

cls

Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S)
45848A.F,G Domestic/Foreign *

4. WORK ALLOCATION PLANNED BY

ORA [ ] cENTER

5. OPERATIONAL FTE POSITIONS
0.7

6. 1

DISTRICT/ "
SPECIALIZED
LABORATORY

ZO—-Gamax

DOMESTIC
INSPEC-
TIONS

1 2 3 F 3

- MPORT
FOREIGN | DOMESTIC | DOMESTIC MPORT FIELD

INSPEC- INVESTH SAMPLE SAMPLE
TIONS GATIONS COoLL coLL

{HOURS)

TEITS

] [}
IMPORT
SAMPLES
TOBE
ANALYZED

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

NE

CE

SE

SwW

PA

HOLRS PER OPERATION

108.0 121.0

TOTAL HOURS

545 121

CONVERSION FACTOR

g950| 950

TOTAL OPERATIONAL FTEs

0.57] 0,13

7. REMARKS

(Previously covered by PAC 45001):

PAC 45848F Level 1 CGMP Inspec

* New in FY05 Core Team Compliance Program - Inspection of Biological Drug Products (CBER)

PAC 45848A Pre-License Inspection - Allergenics

tion - Allergenics

PAC 45848G Level 2 CGMP Inspection - Allergenics
All Inspections will be conducted by Core Team Biologics.
Resources are planned under PAC 45848F. Use Resources As Needed and Report Under Appropriaie PAC.

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

FORM FDA 2821a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO, 45-3




FY 2010 ORA WORKPLAN

Detober 1, 2009

(Posi-Market)

1. PROGRAMASSIGNMENT TITLE
Inspection of Licensed Vaccine Products

2. PPS PROJECT NAME/NUMBER

Vaccines and Allergenic Products - 45

3. PROGRAMASSIGNMENT CODE(S)
45848B,C,D Domestic/Foreign *

4. WORK ALLOCATION PLANNED BY

= om

[ JcenTer

5.5

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO=-G1Mm3™

45848H Off-Year Flu Vaccine
I

1

DOMESTIC
INSPEG-
TIONS

FOREIGN
INSPEC-
TIONS

2

DOMESTIC
INVESTH
GATIONS

{Houra)

3

DOMESTIC
INVESTI-
GATIONS
{HOURS)

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS!
TESTS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
MPORT
SAMPLES
TOBE
ANALYZED

OTHER
OQPERATIONS
[Hours}

TOTAL FIELD

10

11

501

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHILA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB -

Sw

PACIFIC REGIONAL LAB -

N

HOURS PER OPERATION

225.0

226.0

TOTAL HOURS

2250

2475

501

CONVERSION FACTOR

950

950

950

TOTAL OPERATIONAL FTEs

2.37)

2,61

0.53

7. REMARKS

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

* New Core Team Compliance Program in FY05 - Inspection of Biological Drug Products (CBERY}:
(Previously covered by PAC 45002)
45848B Pre-License Inspection - Vaccines;
45848C Level | CGMP Inspection - Vaccines;
45848D Level 2 CGMP Inspection - Vaccines.
45848H Off-Year Flu Vaccine: for inspecting the 50% of firm inventory not scheduled for inspection in this year
All inspections will be performed by Core Team Biologics.
Resources are planned under 45848C. Use Resources As Needed and Report Under Appropriate PAC.
Field Investigation Hours may be used to assist any Core Team Program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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CENTER FOR DRUG EVALUATION AND RESEARCH

FY 2010

RESOURCE SUMMARY

OPERATIONAL FTES TOTAL
OPERATIONAL
PPS DOMESTIC| IMPORT | FOREIGN FTEs
NO. PROJECT TITLE
TOTAL 219.6 33.9 86.5 340.0
46 |NEW DRUG EVALUATION 10.5 14.0 245
48 |BIORESEARCH MONITORING
HUMAN DRUGS 457 19.5 65.2
52 |GENERIC DRUG EVALUATION 5.0 10.0 15.0
53 |POSTMARKETING SURVEILLANCE 10.0 1.0 11.0
AND EPIDEMIOLOGY
HUMAN DRUGS
56 |DRUG QUALITY ASSURANCE 119.9 33.9 42.0 195.8
63 |UNAPPROVED AND MISBRANDED 9.5 9.5
DRUGS
88 |INTERAGENCY COOPERATIVE 19.0 19.0
ACTIVITIES




FY 2010

1. PROGRAM CATEGORY

Human Drugs

2. PPS PROJECT NAME/NUMBER

PROJECT SUMMARY SHEET

New Drug Evaluation - 46

FORM FDA 2622 (9/98})

5. PROGRAM 5 OPERATIONAL FTEs 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 8.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 10.5 14.0 24.5
| |NDA Pre-Approval Inspections/Investigations 46832/B/C 9.5 9.5 46-2
- Domestic (PDUFA)
2 [NDA Pre-Approval Inspections/Investigations 46832/B/C/D 13.0 13.0 46-3
- Foreign (PDUFA)
3 |Pre-License Biotech (BLA) - (PDUFA) 46832M 1.0 1.0 2.0 46-4
Inspections/Investigations - Domestic/Foreign
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joseph Famulare, HFD-320; (301) 796-3359 Anita T. McCurdy 301-796-4395
PAGE NO. 46-1




FY 2010 ORA Workplan

Qctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

-Domestic (PDUFA)

NDA Pre-Approval Inspections/Investigations

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)
46832, 46832B, 46832C
46R845

(3] o

4, WORK ALLOCATION PLANNED BY

|:| CENTER

5. OPERATIONAL FTE POSITIONS

9.5

[:3
DISTRICT/
SPECIALIZED
LABORATORY

ZO-Gmax

1

NDAs
TO
INSPECT

1

CHEMIST
INSPECT
{HOURS)

3

DOMESTIC
SANPLE
COLL

7

D3As
PROFILE
{Hours)

TOTAL FIELD

158

523

17

17|

HEADQUARTERS

REGIONAL STAFF

NE |_NEW ENGLAND

NEW YORK

REGIONAL LAE

WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA

CE

FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANGISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

—
—_—

SE

SwW

PA

HOURS PER OPERATION

49.0]

6.0]

47.9

TOTAL HOURS

7742]

102]

814

CONVERSION FACTOR

g50]

523|
950

950

1180

TOTAL OPERATIONAL FTES

8.15]

0.55(

0.11]

0.69

7. REMARKS

*Includes Microbiologists on Inspections.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)
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FY2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
NDA Pre-Approval Inspections/Investigations
- Foreign (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)

*46832, 46832B, 46832C,
46832D

4. WORK ALLOCATION PLANNED BY
| x |ora [ JcenTer

5, OPERATIONAL FTE POSITIONS

13.0

ZO0—0m3T

.

DISTRICT/
SPECIALIZED
LABORATORY

1 1

INSPEC-
TIONS
++

CHEMIST
INSPS
{Hours)

-

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

130 3500

HEADQUARTERS

REGIONAL STAFF

NE

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE

DETRQIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

go.0]

TOTAL HOURS

aa40| 1500

CONVERSION FACTOR

o50] aso]

TOTAL OPERATIONAL FTEs
7 REMARKS

* Report as follows: Insps./Chem on Insps under foreign operation code 11, Pac Code 46832;
M. Valid.-46832; Profile ISCs & ISAs - 46832B; Biotest ISCs & ISAs (not planned) if collected -46832C.

** [ncludes microbiologists on inspections.

9.31] 3.68]

++Use PAC 46832D to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA Workplan

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Pre-Licensed Biotech (BLA) Inspections/Investigations
Domestic and Foreign (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3, PROGRAM/ASSIGNMENT CODE(S)

46832M

4, WORK ALLOCATION PLANNED BY

(5] o

|:| CENTER

2.0

5. OPERATIONAL FTE POSITIONS

ZO-GMmM3

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPECT
Domaestic

1

INSPECT
Foreign

TOTAL FIELD

18

14/

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND B
NEW YORK
REGIONAL LAB |

——— e ———— |

WEAC

CE

REGIONAL STAFF i
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

sw

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

49.0|

68.0

TOTAL HOURS

931]

952

CONVERSION FACTOR

950|

950

TOTAL OPERATICNAL FTES

0.98]

1.00

7. REMARKS

* [ncludes Microbiologists on Inspections.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

46-4




FY 2010

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

Human Drugs

2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs PAGE
TOTAL 45.7 19.5 65,2
1 | In Vivo Bioequivalence - ANDAs & NDAs 48001/A 4.5 4.5 48-2
PDUFA (NDASs) (2.6)
Foreign Inspeclions (In Vivo Bigequivalence, 48001/A; 3.5 3.5 48-3
GLPs }* 48808
* Foreign Inspections PEPFAR (AIDS Relief) 48001D/E;
(planned under 48001A and 48001) 48808, 48811D
National Experts (NDAs 0.25)
2 |Bioresearch Moniloring 48-4
Good Laboratory Practices (Non-Clinical Lab) 48808 2.0 2.0
National Experis (0.3}
*# [pstitutional Review Board 48809/4B809A 6.8 6.8
Sponsors, Contract Research Organizalions, 48810 4.3 4.3
and Monitors
3 Clinical Investigators 48811 28.1 16.0 44.1 48-5
National Experts (0.28)

* PEPFAR work is not planned separately, NDA PEPFAR resources are planned under 48001A and ANDA PEPFAR

resources arc planned under 48001,

*+ Resources in the Radioactive Drug Research Committee ( 48809A)

have been collapsed into Institutional Review Board (48809).

CENTER PROJECT MANAGERTELEPHONE
Toanne L. Rhoads, (301) 594-0020

ORA PLANNER/TELEPHONE
Anita McCurdy, (301) 796-4395

FORM FDA 2622 (5/00)

PAGE NO.

48-1




FY 2010 ORA Workplan October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
In Vivo Bioequivalence
(Pre-Approval)

2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring: Human Drugs - 48

3 PROGRAM/ASSIGNMENT CODE(S)

48001 (ANDAs)
48001A (NDAs)

(PDUFA)

4. WORK ALLOCATION PLANNED BY

ORA [ | CENTER

5. OPERATIONAL FTE POSITIONS
4.5

o,
DISTRICT/
SPECIALIZED
LABORATORY

ZO0=-0mOma

1
48001
ANDA

INSPEC-
TIONS

DOMESTIC

1
48001A
NDA
INSPEC-
TIONS
(PDUFA}
DOMESTIC

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGICNAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

24

29

HOURS PER OPERATION

74.0]

25.0

TOTAL HOURS

2465

CONVERSION FACTOR

1 775|
950 950

TOTAL OPERATIONAL FTEs

1.87]

2.59]

7. REMARKS

Personnel Types Required: Investigator

Assignments issued by the Center will identify the PDUFA Pre-Approval High Priority Classification.

An estimate of percentage of time for each PAC is: Non-PDUFA 48001 {ANDA} 43%, PDUFA 4B0O01A (NDA} 57%.

FORM FDA 2621a {(05/03)

ORA

WORKPLANNING SHEET

PAGE NO. 48-2




FY 2010 ORA WORKPLAN October 1. 2009

1 PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER

Foreign Inspections Bioresearch Monitoring: Human Drugs - 48
(NDA - PDUFA) (ANDA - Pre-Approval)

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 DPERATIONAL FTE POSITIONS
48001,A; 48808; 48001D,E, 48811D | X [ ora | | center 3.5

NDA &, ANDA *
g i 1 4 5 7 B 8

DISTRICT/ FOREIGN FOREIGN
SPECIALIZED 480014 48001 IMPORT FIELD DOMESTIC IMPORT
LABORATORY NDA ANDA SAMPLE EXAMS/ SAMPLES SAMPLES
INSPEC- INSPEC- coLL TESTS TO BE TOBE

TIONS TIONS ANALYZED | ANALYZED
{PDUFA} [PRE-APPR)

[

ZO0—0maA

TOTAL FIELD 23 18

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

| MINNEAPOLIS
NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

IREGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW)

PACIFIC REGIONAL LAB (NW)

HOURS PER OPERATION 78.0] 85.0

TOTAL HOURS 1734| 1530

CONVERSION FACTOR 950' 950

TOTAL OPERATIONAL FTEs 1.89] 1.6

7 REMARKS

* Planned inspections include: 48001,A In Vivo Bioequivalence, 48808 GLPs (PDUFA),
PACs 48001D PEPFAR NDA Bioequivalence, 48001E PEPFAR ANDA Bioequivalence, and 488110 PEPFAR Clinical Investigations .

Report Inspections under Appropriate PAC, Foreign Inspections under Operation Code 11.

HIGH PRIORITY for NDA inspections.

48001D PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Bicequivalence; 488110 PEPFAR Clinical Investigations.
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001.

We are not planning separate PEPFAR work.

Inspections of biocequivalence manufacturers and clinical studies submitted in NDAs and ANDAs.
Data audit under PEPFAR will be verified by on site inspections.

Personnel Types Required: Investigator, National Expert

FORM FDA 2621a {03/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-3



FY 2010 QRA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Good Laboratory Practices; Institutional Review Board; Sponsors, Contract
Research Org., Monitors; Clinical Investigators (PDUFA)

2 PPS PROJECT NAMENUMBER
Bioresearch Moniloring: Human Drugs - 48

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

5 QPERATIONAL FTE POSITIONS
13.1

48808, 48809, 48809A, 48810 [x] oma
T8, 1 2 1

DISTRICT/ v
SPECIALIZED GLP NATL EXPERT
LABORATORY INSPEG- INVESTH- INSPECTIONS
TIONS GATIONS 43308,
48804 {Hours} ARB09A
48808 - GLP §

D CENTER
1

SPONSOR,
CRO, MONITORS
INSPECTIONS

48810
L

ZOo—Gmm

TOTAL FIELD 17 318 106§ 45]

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATIL

CE | DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS
Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 2.8] | 81.0] 80.0

TOTAL HOURS 1578) 318 4050

CONVERSION FACTOR 50| B50 950 950

TOTAL DPERATIONAL FTEs 1.86' 0.33 5.81 426

[6. REMARKS
48808:
Resources planned for Inspections may also be used for DSCs.

CDER assignments, i.a. Directed Inspactions, cover studies associated with IND's and NDA's.

* |nstitutional Review Board
** gponsors, Contract Research Organizations, and Monitors

use above resources as needed and report RDRC work under PAC 48809A.

Personnel Types Required: Investigator, National Expert

Planned Inspections include Surveillance Inspections and any Assignments from CDER to cover studies identified by CDER.

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-3).

5. 48B09A: Resource {1 FTE) for the Radioactive Drug Research Committee {RDRC} is not planned separately. However, please

FORM FDA 2621a {06/03} ORA WORKPLANNING SHEET (Continued)

PAGE NO.

48-4




FY 2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Clinical Investigators
{(PDUFA)

2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)

48811

X oma

4. WORK ALLOCATION PLANNED BY

[: CENTER

5. OPERATIONAL FTE POSITIONS
44.]

ZO-—-om3

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

DOMESTIC

2
Nat'l Experts
INVESTH
GATIONS
{Hours)

1

INSPEC-
TIONS
FOREIGN

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

IREGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

260]

262

177]

HOURS PER OPERATION

98.5

85.8

TOTAL HOURS

28397

262

15204f

CONVERSION FACTOR

950

950

950}

TOTAL OPERATIONAL FTEs

27.79

0.28

18.00]

7. REMARKS

Personnel Types Required: Investigator, National Expert

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO

48-5



FY 2010

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

Human Drugs

2. PP5 PROJECT NAME/NUMBER

Generic Drug Evaluation - 52

FORM FDA 2622 {9/98)

5. PROGRAM 6. OPERATIONAL FTEs 7. TOTAL
3. 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 5.0 10.0 15.0
1 JANDA Pre-Approval 52832/B/C 5.0 5.0 52-2
-Domestic
2 JANDA Pre-Approval Inspections/Investigations  |52832/B/C/E 10.0 10.0 52-3
-Foreign
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joseph Famulare HFD-320; (301)796-3359 Anita T. McCurdy 301-796-4395
PAGE NO. 521




FY2010 ORA WORKPLAN

October 1, 2009

1 PROGRAMWASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Inv.
- Domestic

2. PPS PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

3 PROGRAM/ASSIGNMENT CODE(S)
52832,B,C

4 WORK ALLOCATION PLANNED BY

[ x ] ora[_]center

5 DPERATIONAL FTE POSITIONS
50

5. 1
DISTRICT/
SPECIALIZED
LABORATORY

ANDAs
TO

ZO—-Gma

INSPECT

3 T

DOMESTIC
SAMPLE
COLL

POMESTIC
SAMPLE
ANALYSES
PROFILE
{Hours)

BIOTEST
{Chem}

TOTAL FIELD

50 41

HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND.

NEW YORK

REGIONAL LAB

WEAC
REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT

REGIONAL LAB
REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

NE

CE

SE

Sw

PA

31 3

HOURS PER OPERATION

49.5| i |

50.0 30.0

TOTAL HCURS

a12]

1550 930

CONVERSION FACTOR

2475|
950

950]

1180 1150'

TOTAL OPERATIONAL FTEs

2.81] 0.33]

1,31 0.70]

7. REMARKS

——

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

52-2



FY2010 ORA WORKPLAN

October 1, 2009

ANDA Pre - Approval Inspections/Investigations
- Foreign

2. PPS PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

3. PROGRAM/ASSIGNMENT CODE(S)

52832, 52832B ,52832C,
52832E

4. WORK ALLOCATION PLANNED BY

] ors

[:::] CENTER

5. OPERATIONAL FTE POSITIONS

10.0

ZO0—0Om3

b,
DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS
.l

{Forwign)
++

1

CHEMIST
INSP.
(Hours)

{Forelgn}

1

INVEST.
HRS

IMPORT
SAMPLE
CoLL
e

IMPORT
SAMPLE
ANALYSES
{Chem)

)
IMPORT
SAMPLE

ANALYSES
BIOTEST
{Cham)

TOTAL FIELD

4

1900

218

203

101

102]

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

Southwest Impor Districl

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

70.9

3.0

30.0]

15.0]

TOTAL HOURS

3120

1800

218]

600

3030}

1530]

CONVERSION FACTOR

950

850

950]

a50|

1180]

1180]

TOTAL OPERATIONAL FTEs

3.28

2.00

0.23]

0.64]

2.57]

1.30]

7. REMARKS
* Report as follow: Insps./Chem on Insps. under foreign operation code 11 Pac Code 52832;

++ PEPFAR inspections included in total. Use PAC 52832FE to report work conducted under the President's
Emergency Plan for AIDS Relief (PEPFAR).

FORM FDA 2621a (05/03)

Profile ISCs & ISAs -52832B; Biotest ISCs &ISAs under PAC 52832C.
** Includes microbiologists on inspections *** Samples are collected at foreign manufacturers.
+#%¢ NR|, analyzes all Profile/Biotest ISCs and methods development ISAs.

ontinued PAGE NO.

52-3




FY 2010
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/INUMBER
Human Drugs Postmarketing Surveillance and Epidemioclogy:
Human Drugs - 53
5. PROGRAM | 6. OPERATIONAL FTEs 7. TOTAL
a 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 8.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 10.0 ’ 1.0 11.0
| J|Enforcement of the Adverse Drug 53001A/B 8.0 1.0 9.0 53-2
Experience Reporting Regulation
2 JRisk Gvaluation and Mitipation System 53001C 2.0 2.0 53-3
REMS (PDUFA}
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Karen Kirchberg, Acting, HFD-330; 301-796-3233 Anita T. McCurdy, 301-796-4395
FORM FDA 2622 (9/98} PAGE NO.  53-1



FY 2010 ORA Workplan October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Enforcement of the Adverse Drug

Experience Reporling Repulations

2. PPS PROJECT NAME/NUMBER
Postmarketing Surveillance and Epidemiology:

Human Drugs - 53

530014, 53001B *

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA IECENTER 9.0

g.
DISTRICT/
SPECIALIZED
LABORATORY

ZO—om=x

1

INSPEC-
TIONS

DOMESTIC

1

INSPEC-
TIONS

FOREIGN

MISC.
HOURS

TOTAL FIELD

115

15

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIM

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

. - - - —

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - NW

PACIFIC REGIONAL LAB - SW

HOURS PER OPERATION 66.0

64.9

TOTAL HOURS

7590

974

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

7.99

1.03

7. REMARKS

*Report both Domestic and Foreign inspections under 53001A for Center-Initiated and 53001B for District-Initiated.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued) PAGE NO. 53-2




FY 2010 ORA Workplan October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Risk Evaluation and Mitigation System (REMS) 5 NEW < |Postmarketing Surveillance and Epidemiology:

(PDUFA) Human Drugs - 53

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

53001C ora [ X_|cENTER 2.0

1

DISTRICT! m:c
SPECIALIZED INSPEC- HDUR:E
LABORATORY TIONS

DOMESTIC

ZO=-0ma3

TOTAL FIELD 29

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPDLIS
NEW JERSEY

PHILADELPH{A

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY :

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES
PA | _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - NW

PACIFIC REGIONAL LAB - Sw

HOURS PER OPERATION 66.0]

TOTAL HOURS 1914]

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 2.01'

7. REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 53-3



PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

Human Drugs

2. PPS PROJECT NAMEMUMBER

Drug Quality Assurance - 56

FORM FDA 2622 {9/98)

5. PROGRAM 6 OPERATIONAL FTEs 7. TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL |8.
No. ANI} ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs PAGE
TOTAL 119.9 3.9 42.0 195.8
1 IDrug Process Inspeclions - Domestic 56002A-D, F * 69.4 69.4 56-2
Foreign Drug Inspections 56002A-D, F* 40.0 40.0 56-3
2 [Drug Process Inspections - Gas Manufs. S6002E 6.0 6.0 56-4
3 |Drug Process Inspections - Biotech Manufacturers 56002M 4.0 4.0 56-5
4 IDrug Product Surveillance - Domestic Drugs 56008A 17.0 17.0 56-6/7
5 JDrug Product Surveillance - Import Drugs 56008H*** 33.9 33.9 56-8
6 [Drug Quality Reporting System - DQRS 56021A/B 4.5 4.5 56-9
7 IEnforcemenl of Rx Drug Marketing Act (PDMA) 56022/A 20 2.0 56-10
8 |Post-Approval Inspections/Investigations - Domestic 56843 2.0 2.0 56-11
9 |Post-Approval Inspections/Investigations - Foreign 56843 2.0 2.0 56-12
10 |Pharmacy Compounding Assignments 56D015 5.0 5.0 56-13
1! |Forensic Evaluation and Sample Analysis SORBIG***+ 10.0 10.0 56-14
(*) 56832, 56R359
J(+**) 56R824, 56R833, 99R833
(****)56R83
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Karen Kirchberg, Acting, HFD-330; 301-796-3233 Anita T. McCurdy 301-796-4395
) PAGE NO.  56-1




FY 2010 ORA Workplan

October 1, 2009

Drug Process Inspeclions - Domestic

2 PPS PROJECT NAMENUMBER
Drug Quelity Assurance - 56

3 PROGRAMASSIGNMENT CODE(S)

56002, A, B, C,D,F 56832,

4 WORK ALLOCATION PLANNED BY

] center

ORA

5 DPERATIONAL FTE POSITIONS

694

56R359
13

DISTRICT/
SPECIAIZED
LABORATORY

ZO—Omo

INSPECTIONS

1

INVESTI-
GATIONS
{Hours}
-

CHEMIST ON
INSPECTIONS
[Houra}

1
MICRO ON
NSPEC-
TIONS
{Hours)

3
DOMESTIC
SAMPLE
coLL

-

DOMESTIC
SAMPLE

(CHEM)

DOMESTIC

COLL
{MICRD)

7 ki
DOMESTIC DOMESTIC
SAMPLEB SAMPLES
TO BE TO BE
ANALYZED ANALYZED
{CHEM) {MICRO)

TOTAL FIELD

926

950/

2451

1968

350

229

229] 40

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGQ

CINCINNATL

CE DETROT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

|_SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

5w | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAH - SW

PACIFIC REGIONAL LAB - N

HOURS PER OPERATION

55.0

5.0

TOTAL HOURS

50930

250]

2461

1968

1750

CONVERSION FACTOR

950

a5

950

950

85

L=]

TOTAL OPERATIONAL FTEs

53.61

1 0of

2.59

2.07

1.84

w 38.0 28.0]
\ 8702 1120{
N e

7. REMARKS

** NSCs not analyzed are doc. samples.

* Hours for certification audils or general investigations as needed by the District. Report Certification Audit hrs under 56R359

Domestic Sample Collections (Chem and Micro) :  These areas break out the sample collections and are only guidelines for Disiricts.

FORM FDA 2621a (05/03}

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 56-2




FY 2010 ORA Workplan

Qctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Foreign Drug Inspections

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY

56002,A,B,C,D,F
56832, 56R359

ORA  [___]CENTER

5 OPERATIONAL FTE POSITIONS

40.0

. 1
DISTRICT/
SPECIALLZED INSPEC-
LABORATORY TIONS
FOREIGN

ZOoO-Gma

CHEMIST
INSPEC-
TIONS
{Hours)
FOREIGN
pos

TOTAL FIELD 473

11153

HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 567

TOTAL HOURS 26815

CONVERSION FACTOR 950

11153!
950

TOTAL OPERATIONAL FTEs 28 23

14.74]

7. REMARKS

* Foreign inspections (DPI) are planned under 56002 and should be reported under operation 11 PACs 56002A,

B,C, D, F, 56832.

** Time planned in this column may be used by chemists or microbiologists.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued)

PAGE NQ.

56-3




FY2010 ORA WORKPLAN October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
DRUG Process Inspections- Domestic Drug Quality Assurance - 56
(Gas Manufacturer)

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

56002E [x Jora [__] cenTER 6.0

[ 1 2 E] 4 3 7 ] []
DISTRICT/ PLANNED INVESTI- DOMESTIC IMPORT
SPECIALIZED INSPECTIONS GATION DOMESTIC |  IMPORT FIELD SAMPLE SAMPLES MISC,
{ABORATORY Hours SAMPLE SAMPLE EXAMS/ ANALYSES ANALYSES HOURS
MEDICAL colL coLL TESTS
GAS

ZO—-GmD

TOTAL FIELD 190

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS
SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PA PACIFIC REGIONAL-SW

PACIFIC REGIONAL-NW

HOURS PER OPERATION 30.0

TOTAL HOURS 5700

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 6.00

Jo. REMARKS
* Total number of planned gas inspections in the Program for FY 2010.

FORM FDA 2621a {D697) ORA WORKPLANNING SHEET (Continued) PAGE NO, 56-4



FY 2010 ORA Workptan October 1, 2009

2 PP5 PROJECT NAME/NUMBER

Dirug Process Inspeclions - Biotech Manufacturers Drug Quelity Assurance - 56

Domeslic

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

56002M ORA D CENTER 4.0

L] 1
DISTRICT/
SPECIALIZED
LABORATORY
INSPECTIONS

Z0—-mD

TOTAL FIELD 69

HEADQUARTERS

REGIONAL STAFE

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHILA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF
LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATICN 55.0

TOTAL HOURS 3795

CONVERSION FACTOR 950]

TOTAL OPERATIONAL FTEs 3 SQI

7 REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-5



FY 2010 ORA Workplan

October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
Drug Product Surveillance -
Domestic Drugs

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3 PROGRAM/ASSIGNMENT CODE(S)

560084

4 WORK ALLOCATION PLANNED BY

CENTER

[% ] ons

5. OPERATIONAL FTE POSITIONS
17.0 (4.3)

ZO0 -Gima

DISTRICT/
SPECIALIZED
LABORATORY

INVESTI-
GATIONS

{Hours)

3
DOMEBTIC
SAMPLE
coLL

DOMESTIC
SAMPLE
COLL
(MICRO)

DOMESTIC
SAMPLE
COLL
(CHEM)

3
DOMESTIC
IMPORT
BAMPLE
CoLL

ey

NEW
[ P

iy
T

e

DOMESTIC
1MPORT
SAMPLE

COLL

(CHEM)

7
DOMESTIC
SAMPLES
SAMPLE ANALYZED ANALYZED
coLL [CHEM} {MICRO)

MICRO) * .

7
DOMESTIC
BANPLES

DOMESTIC
IMPORT

TOTAL FIELD

Te0)

2

ao 10

380]

320

80| 30

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB

L

WEAC

CE

REGIONAL STAFF
BALTIMORE
CHICAGD
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM CTR

l

SE

REGIONAL STAFF
ATLANTA
FLORIDA
NEW DRLEANS
SAN JUAN
REGIONAL LAB

SwW

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

-

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PAGIFIC REGIONAL LAB . SW_|
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

55

,,,ECOEO,EO,.-,:S:

ssj\\\ N

r \\\\\ N 31.5

220

TOTAL HOURS

700

220

\1\\\\\\\\\\\\\

2080

1125

CONVERSION FACTOR

950

950

A

D50

A .S
\\\\\\\\\\\\\\\\

1180

118D,

TOTAL OPERATIONAL FTER

0.74

0.23

\\\\X&\\

2.20

\\\

SN [

0.18

|® REMARKS

R peperting Guldanss:

Report domestic-import sample collections and sample analyses under S6J08A.

Domestic Sample Colfections (Chem and Micro): These areas break out the sample collections and are only guidelines for Districts.

FORM FDA 2621a [05/03)

ORA WORKPLANNING SHEET

PAGE NO. 56-6




FY 2010 ORA Workplan October 1, 2009

1 PROGRAMIASSIGNMENT TITLE 2 PPS PROJECT NAMEMUMBER
Drug Product Surveillance - Drug Quality Assurance - 56
Domestic Drugs

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

Z e E

56008A s | ORA [ ] cenrer 170 (27
[
7

DISTRICT/ DOMESTIC POMESTIC METHODS
SPECIALIZED IMPORT IMPORT DEVELOPMENT
LABORATORY BAMPLES BAMPLES HOURS
ANALYZED ANALYZED {Cham}

{CHEM) [MICRO}

ZO —0Omxm

16680

TOTAL FIELD a2

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT
MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sSwW DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - W
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 37.5| 22.0

TOTAL HOURS 12000 1320 1660

CONVERSION FACTOR 1180 1180 1180

TOTAL OPERATIONAL FTEs 10.17 112 141

(8 REMARKS

FORM FDA 28214 {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-7



FY 2010 ORA Workplan

Qctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Drug Product Surveillance - Imported Drugs

2 PPS PROJECT NAME/NUMBER
Drug Quality Assurance-56

56008H, 56R833, 56R824, 99R833

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY FE. OPERATIONAL FTE POSITIONS

| X IORA | |CENTER 33.9
2

DISTRICT/ IMPORT
SPECIALIZED ENTRY
LABORATORY REVIEW
HOURS

ZO0—6ma

IMPORT
INVESTIGATIONS
HOURS

4 8 8
IMPORT MAILS MPORT IMPORT IMPORT
FIELD COURIERS SAMPLE SAMPLES SAMPLES
EXAMS REVIEWS COLLECT- ANALYZED ANALYZED
INV HOURS IONS APis FINISHED
DOSAGE

CHEM CHEM

TOTAL FIELD 10992

3286) 6200 8341 202 101 101

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE | NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | DENVER
KANSAS CITY
SQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SANFRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NWW

HOURS PER OPERATION

1 1.0 27 38.0 26.0

TOTAL HOURS 10992

3206

6200, 8341 545| 3838 2525

as0| 950 P | as0f 1180 1180)

CONVERSION FACTOR 120QI

3.47

| 6.53 8.78] 0.57] 325 214

TOTAL OPERATIONAL FTEs $.16
7 REMARKS
Reporting Guidance:

- Filer Evaluations (operation code 95) PAC 99R833;
- Follow-Up to Refusals 56R824, 63R824

for the activities performed.

- Import Entry Reviews (electronic and manual-- operation code 14) PAC 56R833;

- Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001, 63002,
- Report finished dosage form drugs and APls collected at the site of entry under 56008H.

** Import investigation hours are for filer evaluations, follow-up to refusals, label exams, and other operalions
as required by the District to cover program priorities. Districis should report time under the appropriate operation and PAC

Use CT PAC 56R845 only when specific CT work is performed.
— e
FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  56-8




FY 2010 ORA Workplan . October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER
Drug Quality Reporting System (DQRS)/ Drug Qualily Assurance - 56
NDA-Field Alert Reporting

3. PROGRAM/ASSIGNMENT GODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
56021A, 56021B [x ] ora [ ]cEenTER 4.5

6. 1 F1 3 T

PDISTRICT/ DOMESTIC

SPECIALIZED INSPEC- INVESTI- | DOMESTIC SAMPLES
LABORATORY TIONS GATIONS SAMPLE T0 BE

{Hour) coLL ANALYZED
|Chem}

ZO—GoOmaD

TOTAL FIELD 126 33 331

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK
REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPQLIS

NEW JERSEY
PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS

sW DENVER
KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

1]

REGIONAL STAFF

LOS ANGELES
PA SAN FRANCISCO

SEATTLE
| PACIFIC REGIONAL LAB-SW__|

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 25.0] 5.2 35.0

TOTAL HCURS 3150 172 1155

CONVERSION FACTOR B50 850) 1180

TOTAL OPERATIONAL FTEs 3.32| 0.18] o.08]

7. REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-9



FY 2010 ORA Workpian October 1, 2009
1. PROGRANVASSIGNMENT TITLE 2. PP$ PROJECT NAME/NUMBER

Enforcement of the Prescription Drug Drug Quality Assurance - 56

Marketing Act (PDMA)
3. PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 QPERATIONAL FTE POSITIONS

56022, 56022A [ X ] ora [_] center 2.0

1 2 ] 7
DISTRICT! DOMESTIC
SPECIALIZED INSPEC- INVESTH- DOMESTIC SAMPLES

LABORATORY TIONS GATIONS SAMPLE TOBE
{Hours) coLL ANALYZED

{Chem)

ZO—-—Om>D

TOTAL FIELD 43 294 34 34

HEADQUARTERS
REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

FLORIDA

S5E NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFE

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOWURS PER OPERATION 30,0' Z.DI 11.0

TOTAL HOURS 1280 284 68 374

1180]

CONVERSION FACTOR 850 850, 850
TOTAL OPERATIONAL FTEs 1.38/ 0.31 007 0.32'

7. REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-10



FY2010 ORA WORKPLAN October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE 2. FPS PROJECT NAME/NUMBER
Post-Approval Inspections/Investigations - Domestic Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

56843 [XJora [ ]| CceNTER 2.0

6. 1 2 ]
DISTRICT/ PLANNED INVESTI-
SPECIALIZED INSPECTIONS GATION MISC.
LABORATORY Hours HOURS

ZOo-@oma

TOTAL FIELD 48

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPQOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

5E FLORIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

SwW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PA PACIFIC REGIONAL-SW

PACIFIC REGIONAL-NW

HOURS PER OPERATION

40.0]

TOTAL HOURS

1920]

CONVERSION FACTOR

a50]

TOTAL OPERATIONAL FTEs

z02]

|9. REMARKS

FORM FDA 2621a (06/97)

ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-11




FY2010 ORA WORKPLAN October 1, 2009
2 PPS PROJECT NAME/NUMBER

Drug Quality Assurance - 56

1. PROGRAM/ASSIGNMENT TITLE
Post-Approval Inspections/Investigations - Foreign

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

56843 [X Jora [__] cENTER 2.0

a. 1 2

DISTRICT/ PLANNED INVESTH-
SPECIALIZED INSPECTIONS GATION MISC.
LABORATORY Hourz HOURS

Zo0—oOm3A

TOTAL FIELD 48
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PA | _PACIFIC REGIONAL-SW
PACIFIC REGIONAL-NW

HOURS PER OPERATION 40.0

TOTAL HOURS 1820

CONVERSION FACTOR 850

TOTAL OPERATIONAL FTEs 2.02

T?. REMARKS

FORM FDA 2621a (06/9T)

ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-12



FY 2010 ORA Workplan October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Pharmacy Compounding Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY § OPERATIONAL FTE POSITIONS

56D015 ORA [ ] CENTER 5.0

[ 1 9
DISTRICT/
SPECIALIZED INSPEC- Misc
LABORATORY TIONS '

(Houre)

ZO-Gm=x

TOTAL FIELD A

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE
CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw | DENVER , .

KANSAS CITY

SOUTHWEST IMPORT DISTRICT |}

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 674

TOTAL HOURS 4785

CONVERSICN FACTOR 950

TOTAL OPERATIONAL FTEs 5.04

7. REMARKS

Resources for collection and analysis of any samples under this program should be taken from Drug Product Surveillance -
Domestic Drugs (56008A,C).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 56-13



FY 2010 ORA Workplan

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2, PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)
56R838, 56R831

4 WORK ALLOCATION PLANNED BY

ORA [_JcenTeR

5. OPERATIONAL FTE POSITIONS
10,0

DISTRICT/

ZO-oma

FORENSIC
SPECIALIZED CHEM

LABORATORY [Hours}
FORENSIC

EVALUATION

TOTAL FIELD

12050]

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SwW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA |_SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION

TOTAL HOURS

12050

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

10.00]

7. REMARKS

The hours planned above are estimates, Report Forensic aclivities under the appropriate PAC 56R838,
PODS operation code 03, Petition Evaluation, Methods Development or Forensic Evaluation;
PODS operation 41 or 43 domestic or import sample analysis, PAC 56R838 or OCI PAC S6RE831.

FORM FDA 2621a (03/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NQ. 56-14



FY 2010

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

Human Drugs Unapproved and Misbranded Drugs: - Human Drugs - 63
5. PROGRAM 3 OPERATIONAL FTEs 7. TOTAL
3 4. FDA COMFLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 3.
Ne, AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 9.5 9.5
1 JInternet, Health Fraud, & OTC Monographs 63001A, 63D012 4.5 4.5 63-2
2 INew Drugs Rx Not Covered by Approved NDAs 63002 5.0 5.0 63-3

CENTER PROJECT MANAGER/TELEPHONE
William Nychis HFD-310 301-796-3298

ORA PLANNER/TELEPHONE
Anita T. McCurdy 301-796-4395

FORM FDA 2622 {9/98)

PAGE NO.

63-1



FY 2010 ORA Workplan

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Internet, Health Fraud, & OTC Monographs

2. PPS PROJECT NAME/NUMBER
Unapproved and Misbranded Drugs - 63

63001A, 63D012

3, PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLQCATION PLANNED BY

ORA

B CENTER

4.5

5 OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZOo—@oma

1

INSPEC-
TIONS

INVESTI-
GATIONS
(Houra}

3

DOMESTIC
SAMPLE

COLL,

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
Chem

TOTAL FIELD

950

118/

s0]

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA |_SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

4.0

20.0

HOURS PER OPERATION

2o.o| |
1900 950

472

1180

TOTAL HOURS

as0]

950

B50]

1180

CONVERSION FACTOR

2.00]

4.00]

0.50]

1.00]

TOTAL OPERATIONAL FTEs
7. REMARKS

Report Health Fraud and OTC Monograph work to PAC 63001A.
Report Internet Drugs work to PAC 63D012.

*Not all samples collected will require analysis; some will be collected for documentary and label review.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

63-2



FY 2010 ORA Workplan

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

New Drugs (Prescription) Without
Approved NDAs

2. PPS PROJECT NAME/NUMBER
Unapproved and Misbranded Drugs - 63

3. PROGRAM/ASSIGNMENT CODE(S)

63002

3] o

4, WORK ALLOCATION PLANNED BY

[:] CENTER

5. OPERATIONAL FTE POSITIONS
5.0

ZO—-@omm

DISTRICT/
SPECIALIZED

LABORATORY

1

INSPEC-
TIONS

2

INVEST-
GATIONS
(Hours)

TOTAL FIELD

107

475

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER CPERATION

40.0]

TOTAL HOURS

4280]

475

CONVERSICN FACTOR

950]

950

TOTAL OPERATIONAL FTEs

4.51]

0.50

7. REMARKS

Report work under New Drugs (Rx) without Approved NDAs (formerly PAC 52002) to PAC 63002.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 63-3




FY 2010
1. PROGRAM GATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs ICA (Interagency Cooperative Activities) - 83
5. PROGRAM 6. OPERATIONAL FTEs 7. TOTAL
3. 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL |8,
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs PAGE
TOTAL 19.0 19.0
1 JShelf Life Extension Projects W 12.0 12.0 88-2
*See Data Codes Manual for appropriate
project reporting PACs.
2 JUnited States Pharmacopeia {USF) Reference 88R451 7.0 7.0 88-3
CENTER PROJECT MANAGER/TELEFHONE ORA PLANNER/TELEPHONE
Donna A. Porter, HFC-140; 301-827-2757 Anita T. McCurdy 301-796-4395
PAGE NO. 88-1

FORM FDA 2622 (9/98)




FY 2010 ORA Workplan

Qctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Shelf Life Extension Projects

2. PPS PROJECT NAME/NUMBER
Interagency Cooperative Activities - 88

3. PROGRAM/ASSIGNMENT CODE(S)
All Appropriate PACs

4. WORK ALLOCATION PLANNED BY

(3] ora

[__lcenter

5. OPERATIONAL FTE POSITIONS
12.0

ZO0—-am2A

6.
DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

INVESTI-
GATIONS
{Heurs)

DOMESTIC
SAMPLE
coLL

3 4

IMPORT
SAMPLE
CoLL

5 8

FIELD
EXAMS!
TESTS

IMPORT
FIELD
EXAMS

7 8 9
DOMESTIC IMPORT
SAMPLES SAMPLES

TO BE TOBE
ANALYZED ANALYZED
(Chem}
Hours

OTHER

{Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

5E

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIQNAL STAFF

LOS ANGELES

SAN FRANGISCO

SEATTLE N

PACIFIC_REGIONAL LAB-SW

PACIFIC REGIONAL LAB-NW

14160

OPERATIONS

HOURS PER OPERATION

TOTAL HOURS

14160

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTEs

7. REMARKS
Five FTEs are assigned to this Program using dollars reimbursed by DOD.

Seven additional FTEs are assigned to this Program using dollars reimbursed by the Department of Homeland Security.

12,00

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)

PAGE NO. 88-2




FY 2010 ORA Workplan

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
USP Reference Standards

2. PPS PROJECT NAME/NUMBER

Interagency Cooperative Activities - 88

3. PROGRAM/ASSIGNMENT CODE(S)
88R451

4 WORK ALLOCATION PLANNED BY

[X] ora

[ ") center

5 OPERATIONAL FTE POSITIONS

7.0

1
DISTRICT/

SPECIALIZED INSPEC-

LABORATORY TIONS

Zo—oma

2

INVESTI-
GATIONS
{Hours)

3

DOMESTIC
SAMPLE
COLL

4

IMPORT
SAMPLE
coLL

5

FIELD
EXAME/
TESTS

IMPORT
FIELD
EXAMS

7

DOMESTIC
CHEM
HOURS

]
IMPORT
SAMPLES
TO BE
ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

8260]

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

| _MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB-SW

PACIFIC REGIONAL LAB-NVA

HOURS PER OPERATION

TOTAL HOURS

B260

CONVERSION FACTOR

1180'

7.00]

TOTAL OPERATIONAL FTES

7 REMARKS

FORM FDA 2621a {05/03)

Seven FTEs are assigned to this Program using dollars reimbursed by United States Pharmacopeia.

ORA WORKPLANNING SHEET (Continued)

PAGE NO

88-3




CENTER FOR VETERINARY MEDICINE

RESOURCE SUMMARY
FY 2010
OPERATIONAL FTES TOTAL
OPERATIONAL
PPS DOMESTIC IMPORT FOREIGN FTEs
NO. PROJECT TITLE
TOTAL 101.3 16.3 5.5 123.1
68 |PRE-APPROVAL EVALUATION OF ANIMAL 49 35 8.4
DRUGS AND FOOD ADDITIVES
71 |MONITORING OF MARKETED ANIMAL 96.4 16.3 2.0 114.7

DRUGS, FEEDS AND DEVICES




PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

Animal Drugs and Feeds

I. PPS PROJECT NAME/NUMBER

Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

5 PROGRAM | 6. OFERATIONAL FTE 7. TOTAL 8. PAGE
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs
TOTAL 4.9 3.5 8.4
1 [NADA Pre-Approval Inspection 68001, 68001G 0.5 3.5 4.0 68-2
2 |Bioresearch Monitoring 4.4 4.4 68-3
3 “(Pre~Market) GLP and Spon/Mon/Con 68808, 68808G 2.0) (2.0}
4 |*68810 planned under 68808 68810, 68810G
5 J(Pre-Market} Clinical Investigators 68811, 68811G (2.4) (2.4}
CENTER PROJECT MANAGER/TELEFHONE ORA PLANNER/TELEFPHONE
Deborah A, Cera, (240) 276-9209 Michelle Bukowezyk - 301-796-4392
FORM FDA 2622 (9/98) PAGE NO. 68-1




FY 2010 ORA WORKPLAN

Dctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

NADA Pre-Approval Inspections Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

68001, 68001G ORA {Tx ] center

5. OPERATIONAL FTE POSITIONS
4.0

1 1 1
DISTRICT/
SPECIALIZED INSPEC- CHEMIST INSPEC-

LABORATORY TIONS ON TIONS
. INSP {Foreign)

ZOo—@m3

TOTAL FIELD s| 205 a7

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGOC

CINCINNATI

CE | DETROIT

| MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLCRIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 40.0 | 90.0

CONVERSION FACTOR 950 95 950]

TOTAL HOURS 200 zgl 3330]
0

TOTAL OPERATIONAL FTEs 0.21 0.30 3.51]

7. REMARKS

* Analyst will participate on inspections as necessary.

inspections and chemist on inspeclions.

=** Foreign Inspeclions spread by DFI. Use Operation Code 11 to report foreign Inspections.

* New PAC: Resources for ihe Generic Animal Drug Pre-Approval Inspections PAC (68001G) are planned under 68001.

Districts and Laboratories should collect and analyze samples as needed by the program, time for these operations is planned under

Workload Source: FACTS database (registered firms in IND 56, 67, and 68; Workload Obligalion is "Yes" and Stalus is "Operational”.)

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)

PAGE NO. 68-2




FY 2010 ORA WORKPLAN October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
GLPs. Sponsor-Monitors, Clinical Investigators (Pre-Market) Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

3 PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
68808, 68808G, 68810, 68810G, 63811, 68811G ORA [ ]center 4.4

1 1
DISTRICT/ 68808 68811
SPECIALIZED INSPEC- INSPEC-

LABORATORY TIONS TIONS
(GLP1) (CLINICAL
[SPON/MON) INVEST)

ZO—-@mm=3

TOTAL FIELD 30 44

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE |DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

S5W | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCQ

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 63.3 52.00

TOTAL HOURS 1699 2288

CONVERSION FACTOR 950 950

TOTAL GPERATIONAL FTEs 2,00, 2,41]
7. REMARKS

* New PACs: Resources for Generic Good Laboralory Practices (68808G), Generic Sponsors, Contract Research Organizations

& Monitors (68810G) and 68810 are planned under 68B08. Report inspections under the appropriate PAC.

* New PAC; Resources for Generic Clinical Investigalors (68811G) are planned under 68811. Report inspections under the appropriate
PAC.

Inspections are to be conducted only when assignments are received from CVM.

Workload Source: FACTS database (BIMO firms in IND 67, 68, and 69 with Status of "Operational”).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENQ,  68-3




PROJECT SUMMARY SHEET

FY 2010
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Animal! Drugs and Feeds Monitoring of Marketed Animal Drugs, Feeds and Devices - 71
5. PROGRAM 6. OFERATIONAL FTE 7. TOTAL 9. PAGE
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No, AND ASSTGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs
TOTAL 96.4 163 2.0 1 _
1 JAmmal Drug Manufacturing Inspections 71001 10.5 0.1 1.7 12.3 71-2
2 JFeed Contaminanis T1003A-K 15.4 4.0 194] 71-3-4
3 |Feed Manulacturing 71004/A 4.2 0.3 4.5 71-5
4 |Wegal Drup Residues in Meat and Pouliry 71006, A, M 31.9 119 71-6
5 [Ruminani Feed Ban Rule (BSE) Program * 71009, 71R844, 7TIR843 274 12.2 39.6] 71-7-8
6 [Methods Validation/Development Program 71R816 5.0 5.0 71-9
7 JForensic Evaluation and Sample Analysis 71R838 1.0 1.0 71-10
8 lCemer Initiated Assignments 71VE00 1.0 1ol 71-11
*Includes: 71R833, 99RR33, and 71R324
CENTER PROJECT MANAGER/TELEPIIONE ORA PLANNER/TELEPHHONE
Deborah A, Cera, (240) 276-9209 Michelle Bukowezyk - 301-796-4392

FORM FDA 2622 (9/98) PAGE NO. 711




FY 2010 ORA WORKPLAN October 1, 2009

1, PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

Anima! Drug Manufacturing Inspections / Tvpe A Medicated |Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71
Articles

3. PROGRAM/ASSIGNMENT CODE(S) 5. OPERATIONAL FTE POSITIONS
71001 /A /B, 71005 /A ORA [ | CENTER 12.3

B 1 1 1 F] 3 ; [] 7
DISTRICT/ .
SPECIALIZED INSPEC- CHEM INSPEC- INVESTI- | DOMESTIC | DOMESTIC | IMPORT DOMESTIC
LABCRATORY TIONS ON TIONS GATIONS | SAMPLE | SAMPLE FIELD SAMPLES

INSP {Foreign) {Hours) coLL - BpLL EXAMS TQBE
{Hours) ANALYZED

ZO=-mma:

Cheml_ iCham)
TOTAL FIELD 205 475 25 250 50'“ ) 100‘ 20

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATICON 42.0 63.5] 7.0§ o.8] 20.0

%

TOTAL HOURS 8610 475, 1588 250 asof - 7 so| 400

CONVERSION FACTOR 950 950 350 950 950 QSDI 1180

TOTAL DPERATIONAL FTEs 9.06, 0.50] 1.67 0.26 _o37] - - 0.08] D.34

9. REMARKS

Inspections include product defacis and adverse drug reaclion follow up. Samples not analyzed are documentary samples.
Investigational or official samples should be collected as appropriate.
Resources for Type A Medicated Arlicles Program (7 1005/A} are now under 71001,

[ The shaded area serves as a guideline for Districts on the specific types of samples that should be collected in order to match
samples sent lo the laboratories for analysis.

Workload Source: Resource distribution is based on the CVM risk model for ranking firms in this program.

Forelgn Inspections spread by Division of Field Investigations, DFI.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)  PaceENO



FY 2000 ORA WORKPLAMN

DOctober 1. 2004

1 PROGRAMASSIGNMENT TITLE

Feed Cantaminanis - DOMESTIC

2 FPS PROJECT NAMENUMBER
Monuoring of Marketed Ammal Drugs, Feeds and Devices - 71

3 PROGRAMASSIGNMENT CODE(S)

71003 AK

4 WORK ALLOCATION PLANNED BY

] oma

] cenTER

5 OPERATIGNAL FTE POSITIONS
Al

194
i54
4.0

Z0 -Dm3p

L]
DISTRICT!
SPECMLIZED
LABORATORY

1
INSPEC-

Digm]

3
DOMESTIC
BAMPE
colL

TIONS

el ]

TOTAL FIELD

[ £
‘DOMEBTIC

AUUPLE

#rdiblebics |

_F400%K

ED
DOMEATIC § COMESTIC
SARPLE BANPLE
COLYL AHALYE{S

Matale

T100358

DOMERTIC
BAMIMLE
ANALYBIS
Miga
P

?
DOMEATIC
BAMPLE
ANALYSIY
Chem

T10DE T1003A

L
bouesme
SAMPLE

ANALYEIS
Dloin

710033

DOMESTIC
SAMPLE

300/ 278

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

IREGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

| KANSAS CITY

REGIONAL LAB

SOUTHWEST IMPORT DISTRICT

FA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

23.0

as]

16.0

6.8]

11.7

TOTAL HOURS

460

2465 4800/ 1835

CONVERSION FACTOR

950

1180 1180 1180

102
1180

12.3|
692
1180

TOTAL OPERATIONAL FTEs

0.481

209] 407 1,55

0.59

9.R

* s

EMARKS

Lons performed as F/U |o violative dioxin samples

The shaded srda serves as a guldaline for Districts on the spacific types of samples that shouid be collstied I order to maich samples expeciad by he laboratones for analyses.

EXPECT THREE CENTER ASSIGNMENTS
1 Cantimuation of 1he assignment for collecting Direct Human Conlacl Feeds and aralyzing for S salmonella For more detads please, see the assgnmen.

2 Conlimualion of CFSAN/CVM assignmer for Melamwna i pel food/feed/feed Ingredients [T1RB54). For more delatis please, Sea tha assigrment.
3 Anibiolics in distilad gralns {DDG) for more delafis please see the assignment.

NOTE: Conlinued on Page 714

Workload Source. FACTS database, firms in IND 69-72 wath Workload Obligalion of "YES® and Firm Siaius of “OPERATIONAL"

**Domeslic Sampie Collection and Analysis: 71003k, sampie collechon and analysis are for pig ears, pet ireais, and pel foods as well 85 oiher amal leadfingredents.

FORM FDA 26212 (02/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO

71-3



Fy Jul0 ORA B ORKPL SN

Cctober 1. 2008

1 PROGRAMIASSIGNMENT TITLE

Feed Contammnants - IMPORT
CONTINUED FROM PAGE 71-3

2 PPS PROJECT NAMEMNUMBER

Monilaring o Marketed Animal Drugs, Feeds and Devices -71

3 PROGRAM/ASSIGNMENT CCOE(S)

71003 AK

4 WORK ALLOCATION PLANHED BY

Cx]

ORA

5 OPERATIONAL FTE POSITIONS

4.0

DISTRICTI
SPECILIZED
LABORATORY

zO-nnnJ

WPORT

COLL

r

WPORT
BAMFLE
cou
Actibiolizs

MPORT
FELD

MPORT

ANALYSIS
Antiblotica

TOTAL FIELD

340

160

.20 300

HEADQUARTERS

REGIONAL STAFF

m

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGC

CINGINNATI

ce | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

s¢ | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAR

REGIONAL STAFF

DALLAS

sw | DENVER

KANSAS CITY

REGIONAL LAB

SOUTHWEST IMPORT DISTRICS

REGIONAL STAFF

PA | LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

25

08 70

12.0

17.3

TOTAL HOURS

180 1120

1920

3480

CONVERSION FACTOR

850

ol

B850/ 1180

1180

11800

TOTAL OPERATIONAL FTEs

0.89]

0.19 0.85

1.83

0.20

@ HEMARKS

Workioad Sourge: FACTS and OASIS dalabases.

*Import Sample Collecton and Analysis: 71003E, sample collection and analyss are for pig ears, pel lreals, and pel foods as well as olher animal feed mgredients.

The shaded area serves as a guidaline for Districis on he specilic lypes of samples hal should be caollected in order (o malch samples expecied by the laboratonas for analysis

FORM FDA 2621a (05M03)

ORA WORKPLANNING SHEET (Conlinuad)

PAGE NO 71-4




FY 2010 ORA WORKPLAN October 1. 2000

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Feed Manufacturing Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

71004/ A [x ] ora [ ]center 4.5

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

b 1 1 3 7
DISTRICT/ &
SPECIALIZED INSPECTIONS FOREIGN DOMESTIC DOMESTIC | .DOMESTIC
LABORATORY FEED INSPECTIONS |  SAMPLE SAMPLES | ' SAMFLE
ESTABS coLL ANALYZED -, BOLL
. {CHEM) {GUlDE}

Z0-o0m:xm

TOTAL FIELD 141 8 80l 15 48|

HEADQUARTERS

REGIONAL STAFF

| NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

[ GINCINNATI

CE | DETROIT

| MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 22,0 40.0] 6.5] ago] - - T

TOTAL HOURS 3102 320) 380 585) - -

CONVERSION FACTOR 950 950} 950 1180' 5

TOTAL OPERATIONAL FTEs 3.27 0.34] 0.41 os0] <

9. REMARKS
*Resources are allocated for 15 physical samples, remaining resources may be used for the collection of documentary samples.

Non-polency feed sample analysis should be charged to 71003 A/E.
There are 339 State Contracl inspeclions. Charge inspectional time for these conlracts under 71S004.
Resources for audil inspeclions are in lhe BSE program (71009} under "Technical Supporl® hours.

feecid| Shaded area serves as a guideline for Districts on the specific types of samples thai should be coliected in order 1o match
samples expected by the laboratories for analysis.

Workload Source: Resource distribution js based on the CVM risk model for ranking firms in this program.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.

71-5




FY 2010 ORA WORKPLAN October |, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMEER

llegal Residues in Meat & Poultry Moniloring of Marketed Animal Drugs. Feeds, and Devices - 71

71006, A. M ORA CENTER 31.9

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

1 2 3 3 3 7 7 [
DISTRICT/

TIONS TIONS MILK MILK MILK MILK
11006 74006M T1006A TI006M = 74806 ™™ T1006A ** T1006M *

ZOo-0Oom@m

SPECIALIZED TISSUE MILK DOMESTIC DOMESTIC | DOMESTIC DOMESTIC DOMESTIC METHODS TECH
LABORATORY RESIDUE RESIDUE SAMPLE SAMPLE SAMFLE SAMPLES SAMPLES VALID SUPPORT
INSPEC- INSPEC- coLL coLL coLL ANALYZED ANALYZED (Hours) {HOURS)

TOTAL FIELD 400 180 200) 180§ 415 4004 180 360

1508

HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK
| REGIONAL LAB

WEAC
REGIONAL STAFF

SALTIMORE

CHICAGO

CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC GHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIDNAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LABORATORY-8W |
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 39.0 8.0 a.0] 4.0] 7.0 15.0/ 15.0} 1

TOTAL HOURS 15600.0) 1440 800] 720.0) 2805 600D 2700] 360]

1508}

CONVERSION FACTOR 950.0 950 a50] 950.0) 950 1180 1180] 1180

950

TOTAL OPERATIONAL FTEs 16.42] 1.52] o.84] 0.76] 3.08) 5.08 2.29] 0.31

1.59

9. REMARKS

* Planned analylical lime may be converted to methods development {including bridging methods) per CVM's concurrence. Melhods
developmenl work will be assigned by CVM. Additional lime for method validation and methods development studies.

**Includes analysis time for 200 milk samples collected under slate contracis.
*+ A separate milk sampling assignment includes inspeclions, sample colleclions, and analysis of milk samples.
+++* Niocumenlary samples collected during inspections.

Feed and Animal Drug samples are analyzed by Denver Laboratory.
The Cenier will issue FACTS assignments to requesl Federal inspeclions when the risk score of the residue reporied by FSIS
exceeds lhe annually calculated budgei-defined risk-informed threshold.

Districls may issue assignmenls as well, but because resources for this program are limited, Districls shouid
discuss issuing other assignments with CVM to determine if they fall within CVM priorities.

Workload Source: Resource distribution is based on the CVM risk model for ranking residue violations in this program.

+ Tech Support hours include supporting slate activities under lNegal Residues in Meat & Poultry and time for Tissue Residue Monitors.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-B



FY 2010 ORA WORKPLAN October 1. 2009
1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER

Ruminant Feed Ban Rule/BSE Program Monitoring of Marketed Animal Drugs, Feeds and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S) 5. OPERATIONAL FTE POSITIONS

71009, 71R844, TIR843 [ x__Jora [ X Jcenter 39.6 Domestic 27.4
(39R833, 71R833, 7IR824) linpori 122
6. 1 2 F] 3 4 4 7 8 ]

DISTRICT/ BSE DOMESTIC IMPORT IMPORT DOMESTIC IMPORT IMPORT DOMESTIC IMPORT TECHNICAL
SPECIALIZED INSPEC- INVEST| ENTRY INVESTI SAMPLE FIELD SAMPLE SAMPLES SAMPLES SUPPORT
LABORATORY TIONS GATION REVIEW GATIONS COLLECT- EXAMS COLLECT- ANALYZED ANALYZED [HOURS)

. HOURS {Houra) {Hours) TIONS TIONS CHEN &

s

Z0-Gmx

TOTAL FIELD 1741 2670 7440 2030 55 3200 400 855, 400 2748

HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
5w DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA SAN FRANCISCD
seatne
PACIFIC REGIONAL LAB - SW
PACIFIC REGIDNAL_LAB - NW

HOURS PER OPERATION 7.5 1 490 gl 25 8.0 43 1
TOTAL Houksi 13058 2670 7440) 2030 3420 1280 1000 5130 1720 2748)
CONVERSION FACTOR a50] 850 1200 950 950 950] 950 1180 1180 50|
TOTAL OPERATION FTEs] 13.74] 2.81 6.20 2.14 3.80, 1.35] 1.05 435 1,48, 2.89)

7. REMARKS

* Inspections of performance goal firms with establishment types for renderers, protein blenders, and feed mills should be covered once per year, and
other establishment types handling or not handling prohibited material as specificd in the inspectional priorities listed on the next page.

Workload Distribution: Resource distribution based on the CVM risk model for ranking finms in this program.

** Technical support hours include supporting state octivities under the Ruminant Feed Ban Regulation and supporting siate activities under the Feed
Manufacturing Program (71004). These hours also include resources for audits of state contract inspections and BSE partnerships.

Domestic Investigation Hours arc 1o be utilized for OEI Improvement with a focus on searching for new firms that fall under the high risk category.
Report CVM State Contract Inspection Audit time under 71R843 Operation 13 (Investigation Operations)

*** Import Investigation Hours are for filer evaluations, follow-up to refusals, and other operations as required by the District to cover program
priorities. Districts should report time under the appropriate Operation and PAC for the activities performed.

Reporting Guidance: Import Entry Review (Electronic and Manuai—Qperation Code 14, PAC 71R833); Filer Evaluations (Operation Code 95,
PAC 99RB33}; and Follow-up to Refused [mport Enirtes (PAC 71R824).

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 71-7




FY 2010 ORA WORKFPLAN October 1, 2009

CONTINUATION SHEET
1 PROGRAM/ASSIGNMENT TITLE o T e L T
Ruminant Feed Ban Rule/BSE Program Monitoring of Marketed Animal Drugs Feeds and Devices - 71

Inspection Prioritles.

The first inspectional priorily under Lhis program is to inspect those firms that have a violative history that have
been classified by the FDA as "Official Action Indicated” or OAl. These inspeclions should be conducted with the
intent thai regulatory action will be pursued should the firm be unwilling or unable to take immediate actions to
comecl the violations. 21 CFR §589.2000 perlains lo a variely of firms and animal production operalions that
involve the manufaciure, distribution, iransportation, and feeding of animal feeds. Although the intent of the rule is
1o ensure {hat specified animal proteins are not fed to ruminanl animals, the regulation is written broadly in such a
way as io include some operations that do nol necessarily Involve ruminant feeds or the feeding of ruminant
animals. Inspectional resources for surveillance are lo be spent covering those firms or induslries potentially
having the most adverse affect on BSE prevention efforls should non-compliance with the regulations be
encountered. In planning and prioritizing inspections, the following firm/industry types should be considered, in
order of descending priority:

Follow-up to 'OAl' inspections

Firms that have a violative

Firms handling prohibited materials (Renderers, Protein Blenders, and Feed Mills)
Rendering operations

Protein Blenders

Commercial feed mills {licensed and unlicensed)

Animal feed distributors/retailers (ruminant feeds invoived)

Pet food/animal feed salvage operations

On-farm feed mixers {ruminant and non-ruminant animals on farm premises)
Haulers#iransporters of animal feeds (ruminant feeds involved}

Ruminant feeders (dairy cattle)

Ruminant feeders (ruminants other than dairy cattle)

Animal feed disiributors/retailers (no ruminant feeds involved}
Haulers/transporters of animal feeds (no numinant feeds involved)

On-farm feed mixers (only ruminant or no ruminant animals on farm premises)

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.

71-8




Y 2010 ORA WORKPLAN

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Methods Validation/Development Program

2. PP5 PROJECT NAME/NUMBER

Monitoring ol Marketed Animal Drugs, Feeds. and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
T1R816

4. WORK ALLOCATION PLANNED BY

[ ] center

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZOo-oma

METHODS
VALIDEY
CHEM
[Hours])

APPLIED
TECHNOLOGY
CENTER
CHEM
{Hours}

TOTAL FIELD

_

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

HOURS FER OPERATION

PACIFIC REGIONAL LABORATORYY-NW

1205

4720]

TOTAL HOURS

1205

ar20]

CONVERSION FACTOR

1205

1180]

TOTAL OPERATIONAL FTEs

1.00]

4,00]

9. REMARKS

Workioad Source: Delermined by Division of Field Science, ORO.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLAN

October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2. PP5 PROJECT NAME/NUMBER

Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71R838

4. WORK ALLOCATION PLANNED BY

[x] ora [ ] center

5. QPERATIONAL FTE POSITIONS
1.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO=-mmM>D

FDRENSIC
ANALYSIS

CHEM
Hours}

TOTAL FIELD

1205

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETRQIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCD

SEATTLE

PACIFIC REGIONAL LABCRATORY-NW

PACIFIC REGIONAL LABORATORY-SW

HOURS PER OPERATION

TOTAL HOURS

1205'

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

1.00

[o REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 71-10




FY 2010 ORA WORKPLAN Cctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Center Initiated Assignments Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

71V800 [x ] ora [] center 1.0

b F]
DISTRICT!
SPECIALIZED INVEST)-
LABORATORY GATIONS
Tives
{Hours}

ZO—-oOma>d

TOTAL FIELD 950)

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS 950

CONVERSION FACTOR g50|

TOTAL OPERATIONAL FTEs 1,00]

Jo. REMARKS

These resources inciude lime for investigating pel turtle establishments, and to inspect pharmacies compounding animal producls.

71V800: Workload Source: Based on a pro-rated invenlory in Feed Manufacluring, Feed Contaminants and Pre-Approval programs.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-11




CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

RESOURCE SUMMARY
FY 2010
OPERATIONAL FTES TOTAL
CPERATIONAL
PPS FTEs
NO, PROJECT TITLE DOMESTIC IMPORT FOREIGN
TOTAL 174.4 55.1 25.5 258.0
81 |POSTMARKET ASSURANCE: DEVICES 0.5 0.5
32 |COMPLIANCE: DEVIGES 102.7 48.8 19.8 170.9|
g3 |PRODUCT EVALUATION: DEVICES 31.2 3.8 35.0|
84 |SCIENCE: DEVICES 4.7 47
85 |MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA) AUTHORITY 14.5 0.1 14.8
a6 RADIATION CONTROL AND HEALTH SAFETY ACT (RCH5A) AUTHORITY 20.8 7.5 2.0 30.3




PROJECT SUMMARY SHEET

FY 2010
1. PROGRAM CATEGORY 2 PPS PROJECT NAMENUMBER
Medical Devices and Radiological Health Postmarket Assurance: Devices - 81
|s. PROGRAM 6. OPERATIONAL FTE 7. TOTAL B. PAGE
3, 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs
TOTAL 0.5 0.5
1 |Medical Device Problem Reporting - MDR 81010 0.5 0.5 81-2
Foilow-up
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Susan N. Gardner 240-276-3351 John Aydinian 301-796-4394

FORM FDA 2622 (9/98) PAGE NO. 81-1



FY 2010 ORA WORKPLAN

Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Medical Device Problem Reporting - MDR Follow-Up

2, PPS PROJECT NAME/NUMBER
Postmarket Assurance: Devices - 81

4. WORK ALLOCATION PLANNED BY

[x7] ora [ ] center

3. PROGRAM/ASSIGNMENT CODE(S)
81010

5. OPERATIONAL FTE POSITIONS
0.5

Fi
DOMESTIC
SAMPLES
TOBE
ANALYZED
ENG

t

o. 1 3 3 3
DISTRICT/
SPEGIALIZED

LABORATORY

DOMESTIC
SAMPLE
COLL
CHEM

DOMESTIC
SAMPLE
coLL
STER

DOMESTIC
SAMPLE
CoLL
ENG

INSPEC-
TIONS

INVESTH
GATIONS
{Hours)

ZO-0mA

{1}

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
STER

5]

DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM
4

TOTAL FIELD 22 16 1

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FDRENSIC CHEM, CTR =1
|REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

NE

CE

SE

SwW

PA

HOURS PER OPERATION 15.0] 1 10.3 10.3] 10.3] 37.0

36.0] 20.0]

TOTAL HOURS 343 18] 10 10] 10] 37

ag 20f

CONVERSION FACTOR 850] 850) B50 50| os0] 1180

TOTAL OPERATIONAL FTES 0.36] 0.02] 0.01 0.01] 0.01] 0.03

1180 1180
0.03 0.02

|58. REMARKS

(2) Investigational hours for MDR followup at medical facilties.
(3) MDR samples to confirm reporied defects.
(4) Perfarmance lesting of chemical and serological lest kits.

(5) Sterility testing to confirm reports of defective packaging and gross bacterial contamination of filth.

{1) Inspections may be based on direct Center assignmant, as a result of recaiving problem reports which are

significant, or when a defect, injury, or death that has been reported directly to a district requires followup.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)

PAGE NO. 81-2




PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY Z PPS PROJECT NAMENUMBER
Medical Devices and Radiological Health Compliance: Devices - 82
5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 102.7 48.6 19.6 170.9
Monitoring Devices of Foreign Origin - Import 82008 * 38.5 38.5 B2-4
Inspection of Medical Device Manufacturers: 98.4 19.6 118.00 82-5-7
GMP Inspections 82845ABCGKS (97.6) (19.6) (1172
Accredited Persons Audit Invesligations 828451 (0.3) (0.3)
Accredited Persons Audit Inspections 82845P (0.5) (0.5
Condom Assignment 822002 3.6 3.6 82-8
Manufacturers and Imporiers of Surgical/ 827003 1.0 6.5 7.5 82-9
Examination Gloves
Ceriter Initiated Assignments B2Z300 1.0 1.0y 82-10
Methods Validation/'Development Program B2RB816 2.0 2.0' 82-11
Forensic Evalvation & Sample Analysis 82R838 0.3 0.3 B82-12
* In addition to PAC 82008, includes reporting
PACs 82R824, 82R833, and 99R833.
ICENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEFHONE
Tim Ulatowski 240-276-0100 John Aydinian 301-796-4394
FORM FDA 2622 (9/88) PAGE NO. 82-3




FY 2010 ORA WORKPLAN Oclober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Monitoring Devices of Foreign Origin - Import Compliance: Devices - 82

3, PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82008, 82R824, §2R833, 99R833 [X] ora [ JcenteR 38.5

] ! 3 4 ] B
DISTRICT/ MPORT IMPORT
SPECIALIZED ENTRY UPORT IMPORT IMPORT MPORT SAMPLES SAMPLES
LABORATORY REVIEW NV FIELD SAMPLE SAMPLE TOBE TO BE
{Hours) HOURS EXAMS coLL coLL ANALYZED | ANALYZED
. [LONGRESSIONAY  (Physleal) {Physlcan) ENG MICRO
TARGET ENG MICRO ** -

ZU—‘GJNJU4
Lo

TOTAL FIELD 26528 3912 12780' 80 808 60 60

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELFHIA

FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA

SE | FLORIDA —
| NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS

sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

|REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 0.7, 2.z| 2.2 25.5] 25.5]
TOTAL HOURS 26528 3912 8046 132 132 1530] 1530

CONVERSION FACTOR 1200 950 850 850) 850 1180 1100]

TOTAL OPERATIONAL FTEs 22.11 412 .42 014] 0.14 1.30] 1.30)

9. REMARKS
*  Import investigation hours are far field exams {(nan-Congressional Target), filer evalutions, follow-up to refusals, label exams, and

other operations as required by the District to cover program priorities. Districts should report time under the appropriate
operation and PAC for the aclivities performed. Field Exams lo meet Congressional Targels are planned in a separate column.

+  Audit samples for problems other than failure to register or list (eg. special assignment, import alert).
Includes 19 samples (40 subs each) of devices labeled as sterile, selection to be made by the import district.
wr+ Starjle devices lo be tesied by USP XX method.

Includes 19 samples (40 subs each) of devices labeled as slerile; selection lo be made by the import district.

|Reporting Guidance:

- Import Entry Reviews (Electronic and Manuai—operation code 14, PAC 82RB833);
- Filer Evaluations (operation code 95, PAC 99R833); and

- Follow-up to Refusals (PAC 82R824).

Counter Terrorism PAC 82R845 is no longer used for planning purposes, but is still active for reporting purposes.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 824




FY 2010 ORA WORKPLAN QOctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS FROJECT NAME/NUMBER
Inspection of Medical Device Manufacturers Compliance: Devices - 82
3. PROGRAM/AS SIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82845A,B,C,G,J.K,P,S, : | ORA | CENTER 118.0 115.1
81845R.T, 81011 [ ]
F, 1 1 1 1 1 1 1 z ]
R DISTRICT/ INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INVEST-
E SPECIALZED TIONS TIONS TIONS TIONS TIONS TIONS TIONS INVESTI- GATIONS
G LABORATORY LEVEL| LEVELQ LEVEL FOREIGN FORCAUSE | FORCAUSE | ACCRED GATIONS {Hours)
1 DOMESTIC DOMEETIC COMPLIANCE DOMESTIC HIGH RISK PERSON3S {Hours} AP, AUDITS
[v] DOMESTIC DOMESTIC | DOMESTIC MDUFMA
N A2B45A B28458 BZRASC Eﬂ BZRA5G B2045G BZBAEP BZA4ED azs4i)
TOTAL FIELD 782| 528] 108} pL | 75 75| 7 3309 255]
HEADQUARTERS
IREGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO ‘
CINCINNATI 1
CE | DETROIT ‘
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
IREGIONAL STAFF
ATLANTA
SE |FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
[REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
[REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW }
HOURS PER OPERATION 30.7] a2.5] 100.0] 5.0 71.g| 50,0] 83.0] |
TOTAL HOURS 31045 33000) 10600] 18500 5325 o750| 441] aao0| 255|
CONVERSION FACTOR osof | os0] 950 vso| 950 B5Q gsof 850
TOTAL OPERATIONAL FTEs 3268 2.74] 11.18] 10.57 5.61] 7.11 045 348} 0.27]

8. REMARKS
For FY 2010, the hours/operation module for Level | inspections has bean planned at 39.7 hours/operation to Include additional

time for MDR review. Level Il inspection hoursi/operation modules have also been adjusted to reflect actual work.

Quality Systemns Inspection Technique {QSIT) Inspeclion time has been planned for Level 1 (82845A), Level 2 (82845B), Level 3 (82845C)
and "For Cause" (82845G) inspections. We cannot accurately plan the number of Level 3 (compliance follow up) and “for cause "
inspections each district will conduct based on the criteria established in the program. The number of inspeclions reflected in each of these
areas is based upon historical data. Reprogram any unused resources into Level 1 and 2 inspections.

Inspectional modules inciude time for 828458S (sterilization), MDR (81001), Corrections and Removals (81845R), Tracking (B1845T), and
Registration and Listing. Resources for Single Use Reprocessor inspections have been included in Level 2 Inspections. Investigational Hours
resources have also been planned for National Experts (HQ line) and State Contract Monitoring (DAL-DO line).

Foreign inspections include resources for Level |, i, NI, and For Cause-related inspections. For planning purpeses Foreign inspections will be
planned under the Level Il inspection PAC (82845B}, use the appropriate reporting PAC to record dccomplishments associated with these
Foreign inspections.

Accredited Person inspeclions are based on estimates of numbers and locations and are not based on known factors. Therefore,

resources not used in that MDUFMA program should be planned as statutory GMP Inspections. If additional audits not covered

by the workplan are required, resources can be taken from the general GMP program. Accredited Person Audils are conducted by

NWE-DO, MIN-DO, SIN-DO. KAN-DO, SEA-DO.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-5




FY 2010 ORA WORKPLAN

October 1. 2009

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Medical Device Manufacturers

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)

82845A,B,C,G,J.K,P,S,
81845R,T, 81011

4 WORK ALLOCATION

PLANNED BY

[ ] center

5. OPERATIONAL FTE POSITIONS

118.0

[2.5]

DISTRICT/
SPECIALIZED
LABORATORY

ZQ—G)I'IIZJ

D ST
DOMESTIC
SAMPLE
coeL
END
miss

DOMESTIC
SAMPLE
COLL

B2B45C

] 7
DOMESTIC DOMESTIC
SAMPLES
TO BE
ANALYZED
ENG
AIMEC

TO BE

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

[REGIONAL STAFF

[oALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

424

DOMESTIC

10]

HOURS PER OPERATION

8.0 a2.0]

38.0]

TOTAL HOURS

a.gl
252

80Y)

226

CONVERSION FACTOR

o50]

1189

TOTAL OPERATIONAL FTEs

0.27]

1612
1189
1.37

o.08]

11agI
0.18

8. REMARKS

WEAC and DEN Lab.

and DEN Lab.

FORM FDA 2621a (05/03)

NOTE: Unshaded columns, for all Domestic Sample Collections, will incfude Documentary Samples; refer to shaded columns for those
specific types of analyses that will be associated with the Domestic Samples collected.

CHEM Sample Analyses: Test Kit or Reagant Testing to support GMP observations at WEAC, Sporicidal and Tuberculocidal at WEAC

MICRO Sample Analyses: Antisera and Products Media Testing to support GMP observations at WEAC, Disinfectant/Cold Sterilant Tesling at

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-6




FY 2010 ORA WORKPLAN October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Medical Device Manufacturers Compliance: Devices - 82

828B45A,B,C,G,JK,P.S, | : |0RA | CENTER 118.0
81845R,T, 81011

3, PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

[0.4]

7 7
DOMESTIC DOMESTIC
BAMPLES SAMPLES
TOBE TOBE
ANALYZED ANALYZED
BIOBURDEN STERIUTY
W28453 EZBASS

DISTRICT/
SPECIALIZED
LABORATORY

ZOoO—-Omx

TOTAL FIELD 15] 101. 3 10 8

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

| SOUTHWEST IMPORT DISTRICT

REGICNAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

| SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 47 25.0] 20.5

TOTAL HOURS 71 250 148

CONVERSION FACTOR 850 1180 1180

TOTAL OPERATIONAL FTEs 0.07] o211 0.13

8. REMARKS
NOTE: Unshaded columns, for all Domestic Sample Collections, will include Documentary Samples; refer to shaded columns for those
specific types of analyses that will be associated with the Domestic Samples collected.

Noie: Domestic Sample Colleclions for Bioburden, Bioindicator are to be collected "for cause".

Domestic Sample Collections for Contract Sterilizers are 1o be collected "for cause".

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.

82-7




FY 2010 ORA WORKPLAN

Qctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Condom Assignment

2. PPS PROJECT NAME/NUMBER

Comptiance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
822002

4 WORKALLOCATION PLANNED BY

[x] ora [ Jcenter

5. OPERATIONAL FTE POSITIONS
3.6

F DISTRICT/

SPECIALIZED
LABORATORY

ZO=-Gmm

1

INSPEC-
TIONS

IMPORT
SAMPLE

CHEM

[EHYSICAL)

8
[MPORT
SAMPLES
TO BE
ANALYZED
CHEM
{PHYSHCAL)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

IREGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST MPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

| SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

266

288

HOURS PER OPERATION

24.0]

2.3

Y

TOTAL HOURS

72|

a405]

CONVERSION FACTOR

ps0]

850

1180]

TOTAL OPERATIONAL FTEs

0.08}

0,64

2,80

9. REMARKS

import Samples are estimaled and should be collecied lo cover the districts’ workload.
Resources for Condom Detentions Without Physical Exam requests, part of the Entry Review

process for entries covered by the Import Alert, are included as impont Entry Review Hours in PAC 82008 - Monitoring Devices
of Foreign Origin. Reporling Guidance: Import Entry Reviews (Electronic & Manual-operation code 14, PAC B2R833);
Filer Evaluations (operation code 95, PAC 99R833); and Follow-up to Refusals (PAC 82R824).

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 82-8




FY 2010 ORA WORKPLAN

October 1, 2009

t. PROGRAM/ASSIGNMENT TITLE

Gloves

Manufacturers and Importers of Surgical/Examination

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
822003

4. WORK ALLOCATION PLANNED BY

(] om

[]center

5. OPERATIONAL FTE POSITIONS
7.5

DISTRICT/
SPECIALIZED
LABORATORY

ZC0=Gm3x

IMPORT
COLL
(PHYS!CAL

TOTAL FIELD

194]

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

| SEATTLE

PAGIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

2.1

4

IMPORT
SAMPLE
COoLL
CHEM
PHYSICAL!

] ] ]
IMPORT IMPORT
SAMPLES BAMPLES OTHER
TO BE TO BE OPERATIONS
ANALYZED | AMNALYZED {Hours)
ENG CHEM ENG
{PHYSICAL) | (PHYSICAL)

565

2.1

194 565] 11 801

7.5] 7.5] |

TOTAL HOURS

407

1187

1455] 4238] 1180]

CONVERSION FACTOR

B50)

950

1180 1180] 1180]

TOTAL OPERATIONAL FTEs

0.43]

1.25§

1.23 ase] 1.00)

9. REMARKS

FORM FDA 2621a (05/03)

Resources to cover Glove Detentions Without Physical Exam requests, part of the Entry Review process for entries covered
by the Import Alert, are included as Import Entry Review Hours in PAC 82008 - Monitoring Devices of Fareign Origin.

Reporting Guidance: Import Entry Reviews (Electronic & Manuai—operation code 14, PAC 82R833); Filer Evaluations (operation
code 95, PAC 99R833); and Follow-up to Refusals (PAC 82R824).

Other Operations (Hours) are for Private Lab Review Technical Assistance/Coordination at WEAC:
Review time must be reporied under Miscellaneous Operation Code 92 with "PL" in the FACTS description field; without this
consistency in reporting, your time will not be found and credited.

ORA WORKPLANNING SHEET {Continued)

PAGE NO. 82-9




FY 2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Center Initiated Assignments

2. PP5 PROJECT NAMEMNUMBER
Compliance: Devices - 82

3, PROGRAM/ASSIGNMENT CODE(S)

822005, 82Z800

4. WORK ALLOCATION PLANNED BY

[X] oma

] center 1.0

5. OPERATIONAL FTE POSITIONS

ZO—-G0mx

L:3

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

CENTER-

INITIATED

DOMESTIC
SAMPLE
coLL
{1
SZZ800

7

TOBE

822800

DOMESTIC
SAMPLES

ANALYZED
CHEM (2)

T 7

DOMESTIC { DOMESTIC
SAMPLES SAMPLES

TO BE TO BE

ANALYZED | ANALYZED
JSTERILITY(A} MICRO (4)

BT8O0 $2Z800
—

]
OTHER
OPERATIONS
{Hours)
METH DEV
ENG {5}
522800

TOTAL FIELD

14

1 2 H |

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

| REGIONAL LAB

WEAC

CE

|REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

swW

1R__EGIONAL STAFF
DALLAS

| DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

s5.0]

10.0]

15.0)

s0.0] s50.0]

400

TOTAL HOURS

330

140]

100}

400

CONVERSION FACTOR

850

a50]

11

1§| 100]
80 1180] 1180

1180

TOTAL OPERATIONAL FTEs

0.35

0.15]

.01

.08 o.08]

0.34

0. REMARKS
Planned BSE Inspections (82Z2005) were cancelled in FY 2008; PAC will remain active for reporting purposes and
any Center-Initiated Assignments involving BSE should be reported in PAC 822005,

(1) Includes Documentary Samples and Analytical Samples.
{2) WEAC-Ad Hoc tesling of test kits or reagents.

(3) WEAC-Sterility samples.
(4) WEAC-Ad Hoc testing of media.

(5) WEAC-Misc hours for engineers; includes Voluntary Standards Assessment and Melhods Development.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKPLAN

October 1, 2009

1 PROGRAM/ASSIGNMENT TITLE
[Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER

Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)

B2R816

4. WORK ALLOCATION PLANNED BY

ORA

[ ] center

5. OPERATIONAL FTE POSITIONS
2.0

ZOoO—-oma3

DISTRICT/
SPECIALIZED
LABORATORY

VALIDEV
MICRO
{Hours)

METHODS
VALDEY
CHEM
[Hours)

TOTAL FIELD

1205)

1205

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

| REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

CONVERSION FACTOR

1205

1205)

TOTAL OPERATIONAL FTEs

1.00

1,00]

. REMARKS

Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2010 ORA WORKFLAN

October 1. 2009

1 PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2 PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3 PROGRAM/ASSIGNMENT CODE(S)
82RE38

4. WORK ALLOCATION PLANNED BY

[x] ora [_Jcenter

03

5. OPERATIONAL FTE POSITICNS

DISTRICT/
SPECIALIZED
LABORATORY

ZOo-—-0Om3m

FORENSIC
ANALYSIS
CHEM
{Hours)

TOTAL FIELD

360

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

8W | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-NW

PACIFIC REGIONAL LABORATORY-SW

HOURS PER OPERATION

TOTAL HOURS

380

CONVERSION FACTCR

1205

TOTAL OPERATIONAL FTEs

0.30

IS. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-12




PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUMBER

Product Evaluation: Devices - 83

5. PROGRAM 3 OPERATIONAL FTE 7. TOTAL B. PAGE
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 3.2 3.8 35.0
1 IMedica.l Device Premarket Approval and 7.1 2.6 9.7 83-14
Postmarket Inspections:
MDUFMA User Fee 83001 (5.00 (5.0)
PreMarket Approval Inspections 83001 (1.7) (1.7)
Postmarket Approval Inspections 830014 (2.1) (0.9) (3.0}
2 |Bioresearch Monitoring 83B08-11 24.1 1.2 253 83-15
CENTER FROJECT MANAGER/TELEFPHONE ORA PLANNER/TELEFPHONE
Dorna-Bea Tillman 240-276-3993 John Aydinian 301-796-4394
FORM FDA 2622 {9/98) PAGE NO. 83-13




FY 2010 ORA WORKPLAN October 1. 2009

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Medical Device Premarket Approval and Postmarket Product Evaluation: Devices - 83
Inspections

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY &, OPERATIONAL, FTE POSITIONS

83001, A ORA [ ] cener 9.7

[] 1 1 4 1
DISTRICT/ FOREIGN FOREIGN
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC-
LABORATORY TIONS TIONS TIONS TIONS
POST- PRE- POST- MDUFMA
APPROVAL APPROVAL APPROVAL USER FEE
Bs00ia 23001 BI001A 83001

ZO—-Gm=a

TOTAL FIELD 49] 32 24 67

HEADQUARTERS

IREGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

| REGIONAL LAB
WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

| NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 41.0 50.0] 41.0 71.0

TOTAL HOURS 2008 1s00] 881 4757|

CONVERSION FACTOR B50 so| 850] 50|

TOTAL OPERATIONAL FTEs 2.11 1.88] 0.91] 5.01]

9. REMARKS
Report all lime used for evalualing compliance with domestic pre-market requirements in PAC 83001, OP CODE 12;
report all ime used for domestic post-market requirements in PAC 83001A, OP CODE 12.

Report all time used for evalualing compliance with foreign pre-market requirements in PAC 83001, OP CODE 11;
report all time used for foreign post-market requirements in PAC 83001A, OF CODE 11.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  B3-14



FY 2010 ORA WORKPLAN

October 1, 2009

1. PROGRAM/ASSIGNMENT TITLE
Bioresearch Monitoring
{Pre-Market)

2. PPS PROJECT NAME/NUMBER
Product Evaluation: Devices - 83

3 PROGRAM/ASSIGNMENT CODE(S)

83808, 83809, 83810, 83811

4. WORK ALLOCATION PLANNED BY

[X] om

[ Jeenter

5. OPERATIONAL FTE POSITIONS

25.3

ZOoO-om™D

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS
DOMESTIC

1

INSPEC-
TIONS
FOREIGN

TOTAL FIELD

305

ik |

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAGC

CE

REGIONAL STAFF
BALTIMORE
CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS
| SAN JUAN
REGIONAL LAB

W

REGIONAL STAFF
DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISGO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW §

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

75.1]

75.1

TOTAL HOURS

22908

1127

CONVERSION FACTOR

50|

gs0]

TOTAL OPERATIONAL FTEs

24.11]

1.10]

9. REMARKS
Device Bioresearch Moniloring inspections should be pricritized according to the following scheme:
1) For Cause with 30-day due dates;

2) Direcled data audit for expedited PMA;
3) Directed data audit for non-expedited PMA;
4) For Cause with 60-90 day due dates;
5) OAl Follow-up (6 months);

|6) Early Intervention (Probakility Sampling, Vulnerable Population, and IDE-based)
7) Routine Surveillance.

Please contact Ruth Hinckley (301-796-5658) or Matthew Tarosky (301-796-5645) with any questions.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET

FY 2010
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Science: Devices - 84
5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. FAGE
3 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FI'E
TOTAL 4.7 4.7
1 |Test Mcthod Development and Evaluation B4Z002 37 3.7 84-17
2  [Methods Validation/Development Program 84R816 1.0 1.0 B84-18
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Steven Pollack 301-796-2476 John Aydinian 301-796-4394
FORM FDA 2622 (9/98) PAGE NO. 84-16




FY 2010 ORA WORKPLAN

QOctober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE

Test Method Development and Evaluation

2. PPS PROJECT NAME/NUMBER

Science: Devices - B4

3. PROGRAM/ASSIGNMENT CODE(S)
847002

4. WORK ALLOCATION PLANNED BY

[]ora CENTER

5. OPERATIONAL FTE POSITIONS
3.7

DISTRICT/
SPECIALIZED
LABORATORY

ZTOoO-o0omX

[] F]
OTHER OTHER
OPERATIONS | OPERATIONS
{Hours) {Hours}
METH DEV METH DEV

MICRD ENG

TOTAL FIELD

soo] 3sso|

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

IREGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

goo] 3580

CONVERSION FACTOR

TOTAL OPERATIONAL FTES

11n_I 1180
0.88 3.04

5. REMARKS

the CORH Laboratory Staff.

Above resources are for participation in the develapment of test methods and testing protocol. Projects will be coordinated by

FORM FDA 2624a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 84-17



FY 2010 ORA WORKPLAN QOctober 1. 2009

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER
Methods Validation/Development Program Science: Devices - 84

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS

84R816 [x] ora [ center 1.0

DISTRICT/ APPLIED
SPECIALIZED TECHNOLOGY

LABORATORY CENTER
MICRO

[Houra)

ZO—~@mmMmA

TOTAL FIELD 1180}

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA
NEW ORLEANS

SAN JUAN
REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER
KANSAS CITY

SOUTHWEST MPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE
PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 1

TOTAL HOURS 1180|

CONVERSION FACTOR 1180]

TOTAL OPERATIONAL FTEs 1£l'ﬂ_

9. REMARKS

Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGENC  B4-18




PROJECT SUMMARY SHEET

FY 2010

e
1. PROGRAM CATEGORY

Medical Devices and Radiotogical Health

2. PPS PROJECT NAME/NUMBER

Mammography Quality Standards Acts (MQSA) Authority - 85

5. PROGRAM 6. OFPERATIONAL FTE 7. TOTAL 8. PAGE
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT . OPERATIONAL
No, AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL 14.5 0.1 14.8

1 {Mammography Fecilities Inspection Program 85014 ACF 14.5 0.1 14.6] B85-20-1
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHIONE
Lynne L. Rice 240-276-3209 Jolm Aydinian 30!-796-4394

FORM FDA 2622 (8/98) PAGE NO. 85-19




FY 2010 ORA WORKPLAN

October 1,

2009

1. PROGRAM/ASSIGNMENT TITLE
Mammography Facilities Inspection Program

2. PPS PROJECT NAME/NUMBER
Mammography Quality Standards Act (MQSA) Authority - 85

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY

850i4 A,CF ORA [ ]center

5. OPERATIONAL FTE POSITIONS
146 [8.6)

5. 1 1 1 1

DISTRICT!
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC-
LABORATORY TIONS TIONS TIONS TIONS
FOREIGN
85014 85014 85014 85014

() ) 8 (@)

Zo0—om2A

1

INSPEC-
TIONS

25014F
(E)

INSPEC-
TIONS

BS014F
U]

INVESTI-
GATIONS
{Hours])
S04
n

2

OTHER
OPERATIONS

(Hours)

B54C

)

TOTAL FIELD 220 15| 124 1|

2200)

4466

HEADQUARTERS

REGIONAL STAFF
NEW ENGLAND

NE [ NEW YORK
REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

CE | DETROM
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER
KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE
PACIFIC REGIONAL LABORATORY-SW |

PACIFIC REGIONAL LABORATORY-NW

1]

HOURS PER OPERATION 8.0 8.0] I | 8.0

11.0

11.0]

TOTAL HOURS 1760 120 sos) 2684

89

2200

4468

CONVERSION FACTOR 1180 1180 1180] 11a0]

1160

1180

11680

TOTAL OPERATIONAL FTEs 152 0.10 0.82] 0.23]

0.08

1 1en_|
0.09

1.90

a.85]

9. REMARKS
RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS

1) Inspeclion of Certified Mammegraphy Facilities nol covered by ihe states.

2) Inspeciion of Domestic Establishment Mammography Facilities in Forelgn Countries.
3) Federal Facility Inspections (does not include VHA Facility inspections).

4) VHA Facility Inspections.

5) Follow-up Inspections.

|6) Follow-up Inspection afier Waming Letler.

7) Audit Invastigations.

8) Compliance Activities: Inspection Follow-Up Activifies (Non-Warning Letter).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

85-20




FY 2010 ORA WORKPLAN

October 1. 2009

1. PROGRAM/ASSIGNMENT TITLE

Mammography Facilities Inspection Program

2. PPS PROJECT NAME/NUMBER

Mammography Quality Standards Act (MQSA) Authority - 85

3. PROGRAM/ASSIGNMENT CODE(S)
85014 A,C,F

4. WORK ALLOCATION PLANNED BY

[x] ora [ Jcenter

5, OPERATIONAL FTE POSITIONS
146  [6.0]

DISTRICT/
SPECIALIZED
LABORATORY

ZOQ-00m3

(] ] []

OTHER OTHER OTHER
OPERATIONS | OPERATIONS | OPERATIONS
{Hours} {Hours} {Hours)
BE014C BED14C BE0H4C
U] {10/ {11)

TOTAL FIELD

1200 5730 59

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW|

PACIFIC REGIONAL LABORATORY-NW|

HOURS PER OPERATION

TOTAL HOURS

1200] 5730| 58]

CONVERSION FACTOR

1200] 1180] 1160)

TOTAL OPERATIONAL FTES

1.00] 4.94] 0,05

9. REMARKS

IRRHRe SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS

9) Technical Assistance and Coordination Activities: RRHRs.
10} Technical Assistance and Coordination Activities: non-RRHRs.
11) Compliance Activities: Warning Letlers.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET

FY 2010

1. PROGRAM CATEGORY

Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUNMBER

Radiation Control and Health Safety Act (RCHSA) Authority - 86

5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL
Na. AND ASSIGNMENTS CODE DOMESTIC IMPORT __FOREIGN FTEs
TOTAL 20.8 7.5 2.0 30.3
1 |Inspection and Field Testing of Radiation-Emitting 5.1 0.2, 5.3I B6-23-4
Electronic Products:
Inspection of Manufacturers of Laser Products 86001 4.3) (0.2) 4.5
Field Implementstion of the Sunlamp & Sunlamp 86002 (0.3) (0.3)'
Products Peformance Standard as Amended
Field Compliance Testing of Cabinet X-Ray B6004 (0.5) 0.5))
Equipment
2 |Inspections of Mamifacturers (Foreign and B6003 7.6 1.0 8.6] 86-25-30
Domestic) and Field Compliance Testing of
Diagnostic X-Ray Equipment
3 |Compliance Testing of Electronic Products 86006, A, B, 3.1 0.8 39] 8631
at WEAC D,E
4 [limported Electronic Products 86007 * 7.5 7.5 86-32
5 JRadiological Health Cortrol Activilics: 5.0 500 B6-33-4
Medical Device and Radiological Health Use 86008 (3.0) (3.0
Control and Policy Implementation
Emergency Plaming and Response Activities 86009 2.0) 2.0
* In addition to PAC 86007, includes reporting
PACs 86R824, 86R833, and 99RB33.
CENTER PROJECT MANAGER/TELEFHONE ORA PLANNER/TELEPHONE
Lynne L. Rice 240-276-3209 John Aydinian 301-796-4394
FORM FDA 2622 {9/98) PAGE NO. 88-22




FY 2010 ORA WORKPLAN October 1, 2009
1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection and Field Testing of Radiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA}

Products Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS
86001, 86002, 86004 [x7] ora [x ] center 53

113 1 1 1 1 2 2 3 ] 5
DISTRICT/
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVEST- INVESTI- | DOMESTIC FIELD FIELD
LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS SAMPLE EXAMS! EXAMSS
FOREIGN (Hours) {Hours) coL TESTS TESTS
#6001 B3001 85002 25004 88001 86004 58001 85001 B2
(1) {2) 3 4 (5] {8) M
TOTAL FIELD 105 Si 3 22 658 31 51 75| 30|
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC |
IREGIONAL STAFF 1
BALTIMORE
CHICAGO
CINCINNATI
CE |DETROT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
Sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 17.2| 52.4] 36.0 20.0] 1 a.0] 5.0] 44

ZO—-om=a

TOTAL HOURS 1806 282] 108] 440] 58] 31 15| 373| 13z

CONVERSION FACTOR 950] 1180 a50] asg{ 950] 850] 50| a50] 950
TOTAL OPERATIONAL FTEs 1.90] 0.22] 0.11] 0.46 0.68] 0.03] 0.02] 0.30] 0.14

6, Remarks
Laser products
1) Inspections should be conducted on manufacturers of Class Ilb and Class IV products. Medical laser systems should be highest priority, followed by
industrial, and commercial lasers {including laser light shows} or inspections directed basad on a for cause request. For medical lasers, a joint QSIT
and electronic product radiation control inspection should be conducted. 2) Number of inspections to be conducted by WEAC Analysts. 5) investigation
Hours—reler lo Compliance Program for reporting information. &) Field tests may be conducted for any laser products located at a user facility, following
the same priority scheme as for inspections (Class llb or IV medical, industrial and commercial lasers, including laser light show projectors).

Sunlamps and suntamp products (86002}

3} Inspectional figures are only for biennial or for cause inspections of manufacturers of sunlamp products (e.g. sunlamps, booths, or beds).
Because sunlamp products are also medical davices, a joint QSIT and electronic product radiation control inspection should be conducled.
Examination of sunlamp products at a user facility (e.g. tanning parlor, athlelic club) are NOT counled as inspections because they are field tests.
7) Each sunlamp product tested may be counted as a separate field test, even if located in a single facility.

NOTE: RRHR's Technical Assistance and Coordination under this program is planned under Radiclogical Health Control Activities (PAC 86008).

Cabinet x-ray products (86004)

4) Cabinet x-ray manufacturer inspections are to be comprehensive electronic product radiation control inspections. Cabinet x-ray field tests are no longer
to be performed routinely under this program. The hours previously associated with field lests have been reprogrammed to inspections.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  B86-23




FY 2009 ORA WORKPLAN October 1, 2008
1. PROGRAMASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

Inspection and Field Testing of Radiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA)

JProducts Authority - 86
3. PROGRAMASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

86001, 86002, 86004 ORA CENTER 5.3

B. ] ]
DISTRICT/
SPECWMLIZED OTHER OTHER
LABORATORY OPERATIONS | OPERATIONS
{Hours) {Hours)

L]
TOTAL FIELD 1187 75
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPQOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
[REGIONAL STAFF
ATLANTA
SE | FLORIDA
| NEW ORLEANS
[ SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
Sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIDNAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION l
TOTAL HOURS 1197 75'
CONVERSION FACTOR 850) g
TOTAL OPERATIONAL FTEs 1 2[ 0.0sa
9. Remarks B

ZC=-0Oma

Laser products (86001
8) To include sl other activities such as tachnicai assislance, coordination, and training.

LCounler Terrorism PAC B6RB45 is no longer used for planning purposes, but is still active for reporling purposes.

FORM FDA 26212 (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  B86-24



FY 2010 ORA WORKPLAN

QOctober 1, 2009

1. PROGRAM/ASSIGNMENT TITLE

Inspections of Manufacturers (Foreign and Domestic) and
Field Compliance Testing of Diagnostic X-ray Equipment

Authority - Bé

2. PPS PROJECT NAME/NUMBER
Radiation Control and Health Safety Act (RCHSA}

3. PROGRAM/ASSIGNMENT CODE(S)

86003

4, WORK ALLOCATION PLANNED BY

[ ora

CENTER

5. QPERATIONAL FTE POSITIONS

B.6

ZOoO-—-Gomm

DISTRICT!
SPECIALIZED
LABORATORY

INSPEC-
TIONS
DOMESTIC

{)

1 1 3
INSPEC-

TioNg
DIRECTED

)

INVESTI
QATHINS

INSPEC-
TIONS
FOREIGN

2 4

1

INSPEC-
TIONS

(]

INVESTI-
GATIONS
{Hours)

ENAMS/
TESTS

—
5B

AUDITS

)

[]
OTHER
OPERATIONS
{Hours)

[%}

TOTAL FIELD

52

15 5 84|

18 1051

345

30

965

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROM

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST MPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

50.0

85.0] 50.0] |

18.0]

X |

4.0'

TOTAL HOURS

2600

975 250 a4

Prn |

1051

120

B65)

CONVERSION FACTOR

50

950 850] 5o

asol

8501

TOTAL OPERATIONAL FTEs

2.74

1.03 0.26] 0.93]

sso_l 950}
0.30

1.11]

1035
850
1.08

0.13]

1.02

9. REMARKS

follow up aclivities.
7) Field tests and audits are obtained from Attachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch,
HFZ-240. Column 5B, Audits, is for quality assurance joint field tests for follow-up tesls conducted by an individual qualified

as an auditor.
8) Coordination/technical assistance hours for field test activilies.

FORM FDA 2621a (05/03)

1) Domestic inspections to be conducled based on the OEI of diagnoslic x-ray equipment manufacturers. Joint QSIT and elecironic
product radiation conlrol inspections should be conducted if possible.
"|2) Foreign inspeclions should be joint QSIT and electronic product radiation control inspections if possible.
3) Directed Inspections based on the OEI of diagnostic x-ray equipmeni manufacturers.
4} Investigation hours for review and planning of activities under columns 1 {Domeslic), 2 (Foreign), and 3 (Directed} Inspections.
5) Inspections based on lhe OEI of diagnostic x-ray equipment assemblers.
B) Investigation hours for review of 2579 forms (reports of assembly} in preparation for performing field tests and field test

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

86-25



FY 2010 ORA WORKPLAN OCTOBER 1, 2009

ATTACHMENT A - 2010 WORKPLAN
INSPECTIONS OF MANUFACTURERS (FOREIGN AND
DOMESTIC) AND FIELD COMPLIANCE TESTING
OF DIAGNOSTIC X-RAY EQUIPMENT

NEW ENGLAND DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
CT
ME
MA
NH
RI
VT
Total
NEW YORK DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
NY
BALTIMORE DISTRICT
Number
Systems FDA FDA
State Installed Tests FU Audits
DC
MD
VA
Wy

Total

PAGE NO. __ 86-26



FY 2010 ORA WORKPLAN OCTOBER 1, 2009

CHICAGO DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits

IL (b)(2)&(b)(7)(E)

CINCINNATI DISTRICT
Number
Systems FDA FDA
State Installed Tests FiU Audits
KY (b)(2)&(0)(7)(E)
OH
Total
DETROIT DISTRICT
Number
Systems FDA FDA
State Installed Tests F/u Audits
IN
Mi
Total

MINNEAPOLIS DISTRICT

Number
Systems FDA FDA
State Installed Tests F/u Audits
MN
ND
sSD
Wi
Total

PAGE NO. 86-27



FY 2010 ORA WORKPLAN OCTOBER 1, 2009

NEW JERSEY DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits

NJ (b)(2)&(b)(7)(E)

PHILADELPHIA DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits
DE
PA
Total

ATLANTA DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits
GA
NC
sC
Total
FLORIDA DISTRICT
Number
Systems FDA FDA
State installed Tests F/U A udif
-

PAGENO. __ 86-28



FY 2010 ORA WORKPLAN OCTOBER 1, 2009

NEW ORLEANS DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
AL (0)(2)&(b)(7)(E)
LA
MsS
N
Total

SAN JUAN DISTRICT

Number
Systems FDA FDA
State Tests F/u Audits

Installed
oR (b)(2)&B)(N)(E)

SW REGIONAL STAFF {(STATES IN DALLAS DISTRICT)

Number
Systems FDA FDA
Installed Tests F/U Audits

SW REGIONAL STAFF (STATES IN DENVER DISTRICT)

Number
Systems FDA FDA
State Installed Tests FiU Audits
cO
NM
uT
wY
Total

PAGENO. ___86-29



FY 2010 ORA WORKPLAN OCTOBER 1, 2009

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT)

Number
Systems FDA FDA
State Installed Tests F/U Audits
1A
KS
NE
MO
Total
LOS ANGELES DISTRICT
Number
Systems FDA FDA
State Installed Tests F/u Audits
AZ
CA
Total

SAN FRANCISCO DISTRICT

Number
Systems FDA FDA
State Installed Tests F/UJ Audits
CA
HI
NV
Total

SEATTLE DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits

Total

PAGE NO. 86-30



FY 2010 ORA WORKPLAN Oclober 1, 2009

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Compliance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86006 A,B,.D,E [ ora [x"] center 39

1 7 7 i i 7
DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SPECIALIZED FOREIGN SAMPLES EAMPLES SAMPLES SAMPLES SAMPLES
LABORATORY INSPECTIONS 70 BE TO BE TO BE TOBE YO BE
(PL BO-602 ANALYZED ANALYZED ANALYZED ANALYZED ANALYZED
STANDARD) | MICROWAVE | TV - IONIZING A-RAY NON-MEDICAL SUN
WHOLE LASERS LAMPS

ZO—G)I'T!ZJ

TOTAL FIELD 13 100 3 k) | 18 10§

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

{ PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 70.0 18.0] 30.0 421.g| 150  250]
TOTAL HOURS 810 1800 117 1263 270] 250}

CONVERSION FACTOR 1180 1180 1180 11 1180] 1180]
TOTAL OPERATIONAL FTEs 0.77] 1.53] 0,10 107 0.23] 0.21]

9. REMARKS
'Workplan includes both foreign inspection and laboratory testing activities for elecironic producis.

For any inspections of radiation-emitting medical device
manufacturers, a joint QSIT and electrenic produci radiation control inspection should be conducted by a trained invesligator. Instructions for
performing inspections are provided in Compliance Program 7386.001, with time reported under PAC 86006.

Report time for specific lab analyses under PAC 86008, using the appropriate column and an accurate description of the lype of product tesled
{e.g. hand-held laser producl, mobile diagnostic x-ray system, household microwave oven} In FACTS.

FORM FDA 26212 (05/03) "ORA WORKPLANNING SHEET (Continued) PAGENO. _ 86-31




FY 2010 ORA WORKPLAN

Oclober 1, 2009

1 PROGRAMIASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Electronic Products Radiation Control and Health Safety Act (RCHSA)
Authority - 86
3. PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86007, 86R824, 86R833, 99R 833 ORA [ center 7.5
5 2 Z r]
R DISTRICT/
E SPECIALIZED ENTRY IMPORT IMPORT
G LABORATORY REVIEW INv FIELD
1 (Hours) HOEI'RS EXAMS
ﬁ
TOTAL FIELD 6878l 1401 400
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGC
CINCINNATI
CE | DETROM
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORiDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
[REGIONAL STAFF
DALLAS
sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION | 0.7
TOTAL HOURS eangl 1401 280
CONVERSION FACTOR 1200 950 950
TOTAL OPERATIONAL FTEs 5.73] 1.47] 0.29]
Jo. REMARKS
*  Import invastigation hours are for field exams (non-Congressional Target), filer evalutions, folow-up to refusals, label exams, and
other operations as required by the Disirict to cover program priorities. Districts should report time under the appropriate
operation and PAC for the activities performed. Field Exams to meet Congressional Targets are planned in a separate column.
[Reporting Guidance:
- Import Entry Reviews (Electronic and Manual—operation code 14, PAC 86R833);
- Filer Evaluations (operation code 95, PAC 99R833); and
- Follow-up to Refusals {PAC B6R824).

FORM FDA 2621a (05/03)

ORA WO

RKPLANNING SHEET (Continued)

PAGE NO.

86-32




FY 2010 ORA WORKPLAN

October 1. 2009

1 PROGRAM/ASSIGNMENT TITLE
Radiological Health Control Activities

2 PPS PROJECT NAME/NUMBER
Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S)

86008, 86009

4. WORK ALLOCATION PLANNED BY

Jom

[x 7] center

5§ OPERATICNAL FTE POSITIONS

5.0

Z0—-Gm>

DISTRICT/
SPECIALIZED
LABORATORY

[
MISC
{Hours)
RRHR

-

[]
TECHMICAL
ASSISTANCE
{Hours)
RAHR

TOTAL FIELD

3600

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

2400

HOURS PER OPERATION

TOTAL HOURS

3000

2400

CONVERSION FACTOR

1200

1200

TOTAL OPERATIONAL FTEs

3.00]

2,00

8. REMARKS
See Conlinuation Sheet for foolnotes, guidance, elc.

FORM FDA 2621a (05/03)
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FY 2010 ORA WORKPLAN

October 1, 2009
CONTINUATION SHEET

1. PROGRAM/ASSIGNMENT TITLE

2 PPSPROJECT NAME/NUMBER
Radiological Health Control Activities

. Remarks

Radiation Control and Health Safety Act (RCHSA)
Authority - 86

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008)

this program.

* RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program,
A portion of this toial block of lime per RRHR position includes Federal/State liaison activities and use consuliation lo conduct

and the Mammography Facililies Inspection Program; 1200 hours will be shown in Mammography.

This block of lime also includes coordinalion, technical assistance, and other activities performed by RRHRs under
the following programs:

- Field iImplementation of the Sunlamp and Sunlamp Products Performance Standard as Amended (PAC 86002);
- Field Compliance Tesling of Diagnostic X-Ray Equipment (PAC 86003);

- Field Compliance Testing of Cabinet X-Ray Equipment (PAC 86004);

- Medical Device and Radiological Health Use Control and Policy implementation (PAC 86008);
- Emergency Planning and Response Aclivities (PAC 86009);

Any time in excess of 0.5 hours used for these programs should be reported into FACTS against the applicable PAC.
IEOOTENOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009):
Technical Assistance hours will be performed by RRHRs.

Program activities include: providing technical assistance to state and local agencies regarding emergency response planning;
reviewing and evalualing emergency plans related to nuclear power plants.
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